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Introduction 


Women  with  breast  cancer  have  increasingly  indicated  a  desire  for  more  information  about 
their  disease  and  a  need  to  be  involved  in  decisions  about  their  care.  The  main  objective 
of  the  study  is  to  further  enhance  information  transfer  between  the  physician  and  patient, 
giving  women  with  early  stage  breast  cancer  an  opportunity  to  more  fully  participate  in 
treatment  decision  making.  In  this  study,  computer-based  versions  of  decision  aids  (called 
Decision  Boards)  have  been  developed  for  the  surgical  treatment  of  early  breast  cancer 
and  chemotherapy  for  node-negative  breast  cancer.  The  computer  versions  were  based 
on  previous  Decision  Boards  and  have  been  developed  through  an  iterative  process  with 
focus  groups  of  patients  and  clinicians.  Feasibility  testing  confirmed  good  overall  patient 
understanding  and  acceptability.  The  computer  versions  will  now  be  compared  with 
standard  versions  in  a  randomized  trial.  We  hypothesize  that  the  many  advantages  of 
computer-based  versions  will  improve  the  versatility  of  the  instrument  as  well  as  patient 
and  physician  acceptability. 
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Body 


Progress  was  made  this  year  towards  meeting  objectives  as  outlined  below.  Key 
accomplishments  include:  updating  of  the  standard  Decision  Board  for  chemotherapy  in 
node-negative  breast  cancer  and  development  of  a  computer  version  of  this  instrument. 
Field  testing  of  the  instrument  has  been  completed  and  we  are  now  prepared  to  begin  the 
randomized  trial.  Unfortunately,  progress  this  year  was  significantly  delayed  due  to  a 
combination  of  several  events  beyond  our  control:  i)  Strike  action  at  McMaster  University: 
Employees  were  on  strike  for  a  6-week  period  from  the  beginning  of  March  to  mid  April, 
thus  there  were  no  staff  available  to  work  on  this  study,  ii)  The  lack  of  a  research 
coordinator:  Upon  returning  to  work  following  the  strike  action,  the  research  coordinator 
resigned.  Unfortunately,  it  took  considerable  time  to  hire  someone  and  we  were  without  a 
research  coordinator  for  a  seven-week  period  from  June  1  st  to  July  23rd,  2001 .  iii)  The 
principal  investigator  sustained  a  severe  injury  and  was  unable  to  work  for  a  further  6 
weeks,  iv)  Competing  trials.  The  intention  was  to  perform  an  RCT  of  computer-based 
versions  of  the  instrument  for  breast  cancer  surgery,  for  chemotherapy  for  node-negative 
breast  cancer  and  chemotherapy  for  node-positive  breast  cancer.  We  were  relying  on 
accruing  patients  with  node-positive  breast  cancer  who  were  eligible  for  chemotherapy. 
Unfortunately,  a  large  multi-centered  randomized  trial  was  initiated  in  Canada  in  node¬ 
positive  breast  cancer  making  it  difficult  to  use  our  instrument  at  our  Center.  As  a  result, 
we  have  had  to  reconsider  the  trial  focusing  primarily  on  the  breast  cancer  surgery 
instrument  and  the  chemotherapy  for  node-negative  breast  cancer  instrument.  This  forced 
us  to  go  beyond  our  Center  and  to  recruit  other  Centers  to  participate  in  the  study  in  order 
to  reach  accrual  targets. 
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Despite  several  setbacks,  important  progress  has  been  made  and  we  are  in  a  position  to 
begin  the  randomized  trial.  Accomplishments  that  have  occurred  over  the  last  year  are: 

Task  1:  Development  of  Computer-based  Version  of  Decision  Boards  and  Updating 
the  Standard  Versions  of  the  Decision  Boards  Currently  Used  at  the  HRCC  and 
Outlying  Communities  (Months  1-12). 

The  computer  version  of  the  surgical  Decision  Board  was  developed  and  pilot  tested  last 
year.  This  year,  following  completion  of  a  randomized  trial  comparing  the  standard 
Decision  Board  for  chemotherapy  for  node-negative  breast  cancer  plus  the  medical 
consultation  to  the  medical  consultation  alone,  we  identified  several  areas  for  improvement 
in  the  original  instrument  based  on  our  experience.  This  has  involved  restructuring  the 
instrument  to  identify  not  only  the  option  for  chemotherapy,  but  also  two  different  regimens, 
Cyclophosphamide,  Methotrexate,  Flourouracil  (CMF)  and  Adriamycin  and 
Cyclophosphamide  (AC).  This  instrument  was  developed  in  an  iterative  format  through 
focus  groups  with  patients  and  with  physicians.  Key  changes  include:  information 
displayed  in  easy-to-read  bullet  form,  large  print  size,  different  background  colors,  separate 
panels  to  describe  side  effects  and  side  effect  profiles  highlighting  differences  between  the 
two  regimens  and  the  use  of  additional  cards  to  describe  the  implications  of  cancer 
recurrence  and  other  outcomes  associated  with  chemotherapy,  e.g.,  menopause 
(Appendix  A).  The  instrument  was  then  piloted  on  five  patients.  The  instrument  was  well 
accepted.  Further  minor  changes  to  print  size  and  use  of  headings,  where  necessary, 
were  added. 
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The  computer-based  version  of  the  Decision  Board  for  chemotherapy  for  node-negative 
breast  cancer  was  based  on  the  updated  standard  version.  As  with  the  computer-based 
version  of  the  surgical  Decision  Board,  the  program  for  the  instrument  was  written  using 
Pascal  Borland  Delphi  Version  3.  Through  the  use  of  active  components  on  the  visual 
display,  e.g.,  buttons,  tabs  and  hypertext  links,  the  user  is  given  access  to  progressive 
depths  of  information  on  selected  topics.  The  chemotherapy  instrument  opens  with  a 
screen  requesting  specific  information  related  to  the  patient’s  extent  of  disease  (i.e., 
Estrogen  receptor  status,  tumour  size  and  tumour  grade).  Programming  permits 
subsequent  information  to  be  tailored  to  the  individual  patient.  The  user  is  then  presented 
with  an  overview  panel  which  contains  a  grid  similar  to  the  standard  version  with  the 
headings,  treatment  choice,  side  effects,  and  outcome  along  the  top,  and  options  listed 
along  the  side  of  no  chemo,  chemotherapy,  CMF  and  AC  (Appendix  B).  Clicking  on  the 
appropriate  box  on  the  overview  panel  opens  panels  of  information.  Successive  panels 
can  then  be  opened  similar  to  opening  windows  on  the  standard  version.  For  example,  the 
no  chemotherapy  scenario  describes  that  the  patient  will  be  followed  regularly  even  if  she 
did  not  choose  chemotherapy.  No  side  effects  are  associated  with  this  option  and  the 
outcome  of  recurrence  is  described  using  a  probability  wheel  based  on  the  patient’s  extent 
of  disease.  For  the  option  of  chemotherapy,  general  information  about  how  chemotherapy 
is  administered  is  given  followed  by  a  description  of  the  side  effects  associated  with 
chemotherapy  followed  by  a  description  of  the  decrease  in  recurrence  obtained  for  the 
patient.  CMF  and  AC  options  describe  differences  in  how  these  regimens  are 
administered  and  associated  side  effects.  A  separate  panel  in  the  outcomes  section 
describes  how  the  chance  of  recurrence  is  the  same  with  either  type  of  chemotherapy. 
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Field  testing  of  the  node-negative  chemotherapy  Decision  Board  was  completed  on  15 
patients  at  the  Hamilton  Regional  Cancer  Centre.  Based  on  feedback  from  this  field 
testing,  the  instrument  only  requires  some  minor  changes  prior  to  starting  the  randomized 
trial. 

Our  results  showed  that,  of  all  patients  approached  to  participate  in  the  pilot  study,  100% 
agreed  and  all  patients  completed  the  interview. 

In  terms  of  acceptability,  patients  were  asked  how  understandable  was  the  information 
presented  in  the  decision  board,  how  easy  it  was  to  follow  the  information  being  presented, 
whether  the  decision  board  helped  them  to  decide  on  treatment,  helped  them  ask 
questions  and  would  they  recommend  it  to  other  patients.  All  patients  found  the  Decision 
Board  to  be  very  easy  (73%)  or  easy  (27%)  to  understand.  All  patients  found  the 
information  presented  very  easy  (91  %)  or  easy  (9%)  to  follow.  All  patients  indicated  that 
the  board  was  very  helpful  (64%)  or  somewhat  helpful  (36%)  in  deciding  upon  treatment. 
Patients  were  asked  if  the  decision  board  helped  them  to  think  of  questions  to  ask  their 
doctor  or  nurse;  82%  felt  that  the  Decision  Board  either  definitely  helped  (37%)  or  helped 
(45%)  them  think  of  questions  to  ask  their  doctor  or  nurse.  However,  1 8%  of  patients  felt 
that  the  Decision  Board  did  not  help  them  to  think  of  questions  to  ask  because  all  of  the 
information  they  required  was  already  contained  on  the  board.  When  asked  if  patients 
would  recommend  the  Decision  Board  to  others,  all  indicated  that  they  would  definitely 
recommend  (82%)  or  recommend  (18%)  it  to  others. 
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In  terms  of  the  satisfaction  of  the  medical  oncologists  with  the  instrument,  all  indicated  that 
the  computerized  Decision  Board  was  easy  to  use  and  very  helpful  in  presenting 
information  at  a  level  that  patients  could  understand.  All  of  the  medical  oncologists  felt  that 
the  Decision  Board  was  very  helpful  as  a  reminder  to  cover  all  of  the  necessary  information 
with  the  patient. 

Task  2:  Start  up  of  the  RCT  (Months  13-16).  Development  of  Operations  Manual, 
data  forms,  training  of  clinicians  to  use  computer-based  versions. 

An  acronym  (DECIDE)  was  developed  for  the  randomized  trial  of  both  the  surgical 
treatment  options  and  the  chemotherapy  treatment  options.  This  acronym  takes  letters 
from  the  title  of  the  study:  Development  and  Evaluation  of  Computer-based  versions  of  the 
Decision  Board  for  Early  Breast  Cancer.  To  differentiate  between  the  surgical  and 
chemotherapy  aspects  of  the  study,  we  have  added  the  letters  “S”  for  surgical  and  “C"  for 
chemotherapy  (i.e.,  DECIDE  -  S  and  DECIDE  -  C). 

For  DECIDE-S,  eight  community  surgeons  have  been  approached  and  have  agreed  to 
participate  in  the  study.  These  physicians  have  been  trained  in  using  the  instrument  and 
are  prepared  to  begin  the  trial. 

For  DECIDE-C,  five  medical  oncologists  at  the  Hamilton  Regional  Cancer  Centre  have 
agreed  to  participate  in  the  study.  Two  other  cancer  centers  have  been  approached 
(Toronto  Sunnybrook  Regional  Cancer  Centre  and  the  Princess  Margaret  Hospital)  and 
have  agreed  in  principle  to  participate  in  this  study.  It  is  expected  that  in  total  8-10  medical 
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oncologists  will  participate.  Although  involving  other  centers  will  increase  the  complexity  of 
the  study,  we  have  successfully  used  this  approach  in  our  previous  trial  of  the  original 
Decision  Board.  It  is  also  felt  that  this  will  increase  the  generalizability  of  our  study 
findings. 

Operations  manuals  and  data  forms  have  been  developed  both  for  DECIDE-S  (Appendix 
C)  and  DECIDE-C  (Appendix  D).  Take-home  versions  of  the  computerized  decision  board 
for  DECIDE  -  C  has  also  been  developed  an  example  of  this  can  be  found  in  Appendix  E. 


Task  3:  Patient  recruitment  and  data  collection  (Months  16-39) 

We  recognize  that,  due  to  circumstances  beyond  our  control,  we  are  approximately  20 
months  behind  in  our  initial  statement  of  work.  We  plan  to  initiate  the  randomized  trial  prior 
to  December  2001 .  Our  intention  is  to  begin  the  study  at  cancer  centers  and  then  in 
community  surgeon  offices.  We  believe  that  we  are  now  on  track  with  two  well  developed 
and  tested  computer-based  versions  of  the  Decision  Board.  Our  plan  is  to  work  with 
surgeons  and  oncologists  that  we  have  worked  with  previously.  We  anticipate  that  we 
should  be  able  to  complete  the  trial  as  planned,  but  delayed  by  20  months.  Additional 
funds  will  not  be  requested.  The  study  will  be  supported  with  funding  not  utilized  in  Year  3. 
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Key  Research  Accomplishments 


Years 

♦  Updated  the  standard  version  of  the  node-negative  Decision  Board 

♦  Revised  the  computer  version  of  the  node-negative  Decision  Board 

♦  Field  testing  of  the  computer  version  of  the  node-negative  Decision  Board  was 
completed 

♦  Completed  field  testing  of  the  computer  version  of  the  node-negative  Decision  Board 


Year  2 

♦  Completed  field  testing  of  the  computerized  version  of  the  surgery  Decision  Board 

♦  Developed  prototype  of  the  computerized  version  of  the  node-negative  Decision  Board 

♦  Completed  field  testing  of  the  standard  version  of  the  node  positive  Decision  Board 

♦  Developed  a  prototype  of  the  computerized  version  of  the  node-positive  Decision 
Board 

♦  Field  testing  of  the  computerized  version  of  the  node-positive  Decision  Board 

♦  Field  testing  of  the  computerized  version  of  the  node-negative  Decision  Board 


Year  1 

♦  Completed  a  review  of  the  literature  and  updated  the  standard  version  of  the  surgery 
Decision  Board 

♦  Completed  a  review  of  the  literature  and  updated  the  standard  version  of  the  node¬ 
positive  Decision  Board 

♦  Completed  a  review  of  the  literature  and  updated  the  standard  version  of  node-positive 
Decision  Board 

♦  Developed  the  computerized  version  of  the  surgery  Decision  Board 


Annual  Report  for  Award  Number  DAMD1 7-98-1-8100 


Page  1 1 


Reportable  Outcomes 


♦  standard  version  of  node-negative  Decision  Board  was  updated 

♦  Computer  version  of  node-negative  Decision  Board  was  revised 

♦  Field  testing  of  the  computer  version  of  the  node-negative  Decision  Board  was 
completed 

♦  Operations  manuals  for  DECIDE-S  and  DECIDE-C  were  completed 
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Conclusions 


Standard  versions  of  Decision  Board  for  breast  cancer  surgery  and  chemotherapy  in  node¬ 
negative  breast  cancer  have  been  updated. 

Computer  versions  of  both  instruments  have  both  undergone  extensive  development  and 
field-testing.  Operations  manuals  for  DECIDE-S  and  DECIDE-C  also  have  been 
developed. 

The  iterative  process  for  developing  and  testing  of  the  decision  aids  has  created  a  sense  of 
ownership  among  the  surgeons  and  oncologists  involved  in  the  study.  We  believe  that  we 
are  well  posed  to  begin  the  randomized  trial  of  the  computer  versions  of  the  Decision 
Board. 
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CMFTieiitment  Cycle 


Week? 


"treatment  cycle"  lasts  4  weeks 
3  chemotherapy  drugs: 

Cyclophosphamide  ; 

-  pills  taken  by  mouth 

- ,  every  day  for  first  2  weeks  of  every 
treatment  cycle 
Methotrexate  and  Fluorouracil 

-  given  intravenously 

-  two  times  -  Day  1  of  first  v-.eek  and  secor 

week  in  each  treatment  cycle 
takes  about  20  minutes  to  receive  intravenous  drugs 
treatment  cycle  repeated  6  times  for  a  total  of  6  months 


Cycle 


V\feek1 


Wsek3 


"treatment  cycle''  lasts  3  weeks 
2  chemotherapy  drugs 

4  Adriamycin  and, Cyclophosphamide 

-  given  intravenously 

-  one  time  only  -  first  day  of  each  treatment  cycle 
takes  about  60  minutes  to  receive  intravenous  drugs 
treatment  cycle  repeated  4  times  foi*  a  total  of  3  months 


For  ever}-  100  women  taking  AC 
chemotherapy  ... 


women Avill 
experience 
nansea. 


women  will 
gain  weight 


With  AC,  few  women  will  experience  serious  side  effects  side 
effects  such  as  infection  (2  in  100),  leukemia  (1  in  200)  and 
heart  damage  (1  in  500). 


iliwomen  wilt 
i;  completely! 
I  lose  their  ! 
I  hair.  i 


With  CMF ,  very  few  women  will  experience  serious 
side  effects  such  as  infection  (1  in  100),  leukemia  (1 
500)  and  heart  damage  (virtually  none). 


For  ever}'  100  women  taking  CK'IF 
chemotherapy  . . . 


.60  wome 
will 


..50  wome 
will 


...45 

women  will 
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Side  Effects  of  AC  Chemothetapy 


women  will 
experience 
;  nausea. 


women  wUl 
fiain  xten^ht 


With  CHF,  very  few  women  will  experience  serious 
side  effects  such  as  infection  (1  in  100),  leukerhia  (1  in 
500)  and  heart  damage  (virtually  none). 


For  ever}'  100  women  taking  CMF 
chemotherapy  . . . 


..60  women 
will 


...50  women 
will 


...45 

women  will 


experience 


experience 

mouth 


gain  weight. 


For  ever}^  100  women  taking  AC 
chemotherapy  ... 
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DECISIO 


TREATMENT  CHOICES 


What  happens  if  I  decide  not  to  have  chemothera 

■  ,  foll<>w,ed,ai  cahci^r'  Centre 
:  ♦  Physicaf  ekamm^ion 
,  ♦  Blood  work:  (at  sdnieiyisits^ 

■  yearly  mammogram 

■  other  tests,  if  doctor  feels  they  a 


What  is  chemotherapy? 

■  A  treatment  program  using  drugs  that  fight  cancer  cells 

How  is  chemotherapy  given? 

m  combination  of  2  or  3  drugs  are  given  together  by: 

♦  injections  (at  cancer  centre)  and  pills  (taken  at  home), 
injections  only  (at  cancer  centre) 

■  drugs  are  given  in  a  “treatment  cycle” 

■  each  treatment  cycle  lasts  three  to  four  weeks 

■  during  each  treatment  cycle  there  are  2  to  3  weeks  when 
chemotherapy  is  given 

■  treatment  cycle  is  repeated  4  to  6  times 

■  takes  3  to  6  months  to  finish  all  treatment  cycles 

What  happens  after  finishing  chemotherapy? 

■  followed  at  cancer  centre  on  a  regular  basis 

♦  Physical  examination 

♦  Blood  work  (at  some  visits) 

■  yearly  mammogram 

■  other  tests,  if  doctor  feels  they  are  necessary 
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TREATMENT  CHOICES 


What  happens  if  f  decide  not  to  have  chemotherapy? 

■  followed  at  cancer  centre  on  a  regular  basis 

♦  Physical  examination 

♦  Blood  work  (at  some  visits) 

■  yearly  mammogram 

■  other  tests,  if  doctor  feels  they  are  necessary 


liSl 


What  is  chemotherapy? 

■  A  treatment  program  using  drugs  that  fight  cancer  cells 

How  is  chemotherapy  given? 

■  combination  of  2  or  3  drugs  are  given  together  by: 

♦  injections  (at  cancer  centre)  and  pills  (taken  at  home),  or 
injections  only  (at  cancer  centre) 

■  drugs  are  given  in  a  “treatment  cycle” 

■  each  treatment  cycle  lasts  three  to  four  weeks 

■  during  each  treatment  cycle  there  are  2  to  3  weeks  when  no 
chemotherapy  is  given 

■  treatment  cycle  is  repeated  4  to  6  times 

■  takes  3  to  6  months  to  finish  all  treatment  cycles 

What  happens  after  finishing  chemotherapy? 

■  followed  at  cancer  centre  on  a  regular  basis 

*  Physical  examination 

4  Blood  work  (at  some  visits) 

■  yearly  mammogram 

■  other  tests,  if  doctor  feels  they  are  necessary 
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What  are  the  Side  Effects  of  ChemotherapJ 
Side  effects  can  occur  with  any  type  of  chemot 
•  Common  .. ''t, ;.v'> 

♦  Loss  of  energy  and  tiredness 
^  Loss  of  hair  or  thinning  of  hair  < 

♦  Stomach-upset  (nausea)  and  vo 

♦  Weight  gain 

♦  Mouth  sores;;(tenderness) 

♦  Sad  or  unhappy  moods 

■  Uncommon 

♦  Early  menopause 

♦  Diarrhea  or  constipation 

♦  Low  bloodi^icbuhts , 

♦  Infection  which  may  req 

♦  Blood  clots 


■  Very  rarely 

♦  Heart  damage 

♦  Leukemia 


SIDE  EFFECTS 


OUTCOME 


INTRODUCTION 


Recently,  you  had  surgery  for  canr^r  of  the  breast.  The  surgeon  has  removed 
the  cancerous  lump  (called  a  lumpectomy)  or  the  breast  with  the  cancer  (called  a 
mast&Aomy)  and  some  of  the  lymph  nodes  or  glands  under  your  arm.  No 
cancer  has  spread  to  tiese  nodes. 


Even  though  the  cancer  was  removed  we  know,  from  other  patients  like  you, 
that  there  is  a  chance  the  cancer  will  come  back.  It  may  come  back  in  the 
breast  or  on  foe  diest  wall  where  the  surgery  was  performed  (local  recurrence) 
or  it  may  come  back  in  other  parts  of  foe  body,  such  as  the  bone,  lung,  or  liver 
(distant  recunence).  Cancer  that  comes  back  in  the  breast  or  on  the  chest 
wall  can  be  treated  with  further  surgery.  Breast  cancer  that  comes  back  in 
other  parts  of  the  body  can  be  treated,  but  usually  cannot  be  cured. 

It  is  important  for  you  to  know  that  Tamoxifen  will  reduce  your  champs  of  cancer 
coming  back.  Approximately  35  out  100  women  with  breast  cancer  like  you 
will  experience  the  cancer  coming  back  in  foe  next  seven  years  without 
Tamo)dfen.  With  Tamoxifen,  25  out  of  100  women  will  e)q3er1ence  the  canr^r 
coming  back. 


Recent  scientific  studies  have  shown  that  chemotherapy  in  addition  to 
Tamoxifen  may  further  prevent  the  cancer  from  returning.  It  must  be  emphasized 
that,  as  far  as  we  can  tell,  there  is  no  evidence  that  your  cancer  has  spread.  We 
are  talking  about  chemotherapy  as  an  additional  treatment  to  help  prevent  foe 
cancer  from  coming  back,  but  it  may  not  work  in  all  cases. 

Chemotherapy  drugs  given  by  mouth  (orally)  and  by  injection  (intravenously)  can 
r^use  side  effects.  These  side  effects  are  only  temporary.  Balanced  against 
foem  is  foe  hope  that  the  cancer  can  be  prevented  from  coming  back.  We  woifld 
like  to  discuss  the  benefits  and  side  effeds  of  two  types  of  cfoemofoerapy  given 
to  vwsnen  wifo  your  type  of  cancer.  / 


THE  DECISION  BOARD 

To  present  the  information  in  a  more  detailed  way  we 
will  use  a  visual  aid  called  the  Decision  Board.  Using 
this  board,  we  will  present  the  following:  a  description  of 
your  treatment  choices,  the  side  effects  of  each  choice 
and  the  outcome  (chance  of  recurrence)  for  each 
choice. 

Please  ask  questions  if  anything  becomes  unclear  to 
you. 

The  Decision  Board  Is  an  aid  to  help  you  participate  in 
making  a  decision  between  receiving  chemotherapy  or 
not.  Many  times  patients  eypecX  or  prefer  their  doctor  to 
make  decisions  for  them,  and  often  this  is  appropriate. 
However,  in  your  situation,  although  there  is  some 
benefit  from  chemotherapy,  there  are  also  side  effects. 
Therefore,  your  participation  in  the  decision  making 
process  is  very  important. 

Please  remember  that  there  is  no  right  or  wrong 
decision.  We  want  you  to  make  the  decision  that  is  best 
for  you  personally. 


MENOPAUSE 

For  women  who  have  not  reached  menopause,  treatments  for 
breast  cancer  may  cause  a  toss  of  menstrual  periods. 

Younger  women,  those  in  their  20’s  and  early  30’s,  are  more  iikely 
to  e)q3erience  irregular  jieriods  or  a  temporary  loss  of  periods 
during  treatment.  Their  reguiar  periods  are  likely  to  start  again 
after  finishing  chemotherapy  and  they  will  continue  to  be  fertile. 
Women  over  the  age  40  are  more  tikely  to  experience  a 
permanent  loss  of  periods. 

Hormone  replacement  therapy,  a  treatn^ent  often  given  to  relieve 
menopausal  symptoms,  is  not  recommended  for  women  with 
breast  cancer.  At  this  point,  we  do  not  know  enough  about  how 
hormone  replacement  therapy  might  affect  the  cancer. 


CANCER  FREE 


•  All  tests  and  examihations  in  the  coming  7  years  show  that  you 
are  free  of  cancer. 

•  You  wiJI  continue  to  be  followed  on  a  regular  basis. 

«  Even  though  all  the  examinations  show  you  are  cancer  free, 
from  time  to  time,  you  may  worry  about  the  canger  coming 
back. 


CANCER  RETURNS 

•  Breast  cancer  may  come  back  in  the  next  7  years. 

•  Breast  cancer  can  come  back  in  the  same  breast  or  the  chest 
wall  (local  recurrence). 

•  When  cancer  returns  in  the  breast  or  on  the  chest  wall,  it  is 
often  seen  as  a  small  lump.  The  lump  is  painless  but  may 
cause  worry  or  upset.  It  is  usually  removed  by  a  surgeon . 

•  Recurrence  of  cancer  in  the  breast  or  chest  wall  is  rare  and  can 
often  be  successfully  treated. 

•  Breast  cancer  can  come  back  in  other  parts  of  the  body,  such 
as  the  bone,  liver  or  lung  (distant  recurrence). 

•  Many  women  whos^  cancer  comes  bad^  in  other  parts  of  the 
body  receive  further  treatment:  chemotherapy,  hormonal 
therapies,  radiation  therapy  and/or  pain 

•  Unfortunately,  a  breast  cancer  comes  back  in 

other  parts  of  the  body  can  be  treated  hut  usually  cannot  be 
'  cured. 


SUMMARY 

We  have  discussed  your  choices  of  no  chemotherapy  or 
chemotherapy,  the  side  effects  associated  with  each 
diolce  and  the  chance  of  cancer  returning  for  each 
choice. 

Chemotherapy  reduces  the  chances  of  cancer  returning 
but  is  associated  with  side  effects. 

We  have  discussed  2  types  of  chemotherapy,  CMF  and 
AC.  Each  reduces  the  chance  of  cancer  returning  by 
the  same  amount,  but  they  have  different  side  effects. 
CMF  has  Jess  hair  loss  but  lasts  for  6  months.  AC  has 
more  hair  loss  but  lasts  for  3  months. 

Please  keep  in  mind  that  can  predict  what  will 
happen  to  groups  of  women  but  we  cannot  predict  what 
wiH  happen  to  you  as  an  individual. 

Also  remember  that  as  you  talk  with  others  who  have 
experienced  cancer  or  when  you  see  the  experience  of 
others  through  television  or  movies,  your  experience 
with  side  effects  such  as  nausea  or  vomiting  may  not  be 
the  same  as  it  was  for  them. 
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The  Study 


study  Objectives 


Primary  Objective 


Technical  Objectives 


♦  To  enhance  information  transfer  and  decision  making  for 
women  with  early  stage  breast  cancer. 


1.  To  develop  a  computer-based  version  of  the  Decision  Board 
for  the  choice  between  Mastectomy  vs  Lumpectomy  plus 
Radiation  in  women  with  newly  diagnosed  carcinoma  of  the 
breast  with  clinical  stage  I  or  II  disease  who  have  not  yet 
received  definitive  surgical  treatment. 

2.  To  compare  the  relative  effectiveness  of  the  computer-based 
version  with  the  Standard  Decision  Board  for  women  with 
node  negative  breast  cancer. 


The  Study  (con’t) 


Main  Study  Design 


DECIDE  -  S 


This  study  involves  two  separate  clinical  trials  running  in 
parallel  and  involving  two  different  patient  populations. 

Both  of  these  trials  involve  the  comparison  of  a  Standard 
Decision  Board  and  a  Computerized  Version  of  the 
Decision  Board. 

One  of  these  trials  (DECIDE  -  S)  is  the  focus  of  this 
manual,  and  involves  the  decision  of  mastectomy  vs 
lumpectomy  plus  radiation  in  women  with  newly  diagnosed 
carcinoma  of  the  breast  with  clinical  stage  I  or  II  disease 
who  have  not  yet  received  definitive  surgical  treatment. 

The  other  trial  (DECIDE  -  C)  involves  women  with  early 
stage,  node  negative  breast  cancer  (stage  I  or  II)  who 
have  received  definitive  surgical  treatment  and  are  eligible 
to  receive  adjuvant  chemotherapy.  (There  is  a  separate 
Operations  Manual  for  this  study). 


The  DECIDE  -  S  Trial  is  a  multicentre  randomized  trial  of 
100  newly  diagnosed  breast  cancer  patients  with  clinical 
stage  I  or  II  who  have  not  yet  had  definitive  surgery. 

There  will  be  a  1:1  randomization  to  the  Standard  Decision 
Board  Arm  or  the  Computerized  Decision  Board  Arm  after 
the  patient  has  provided  written  informed  consent  (see 
Randomization  Section).  The  allocated  Decision  Board 
will  be  presented  to  the  patient  and  a  take-home  version  of 
the  allocated  Decision  Board  will  be  given  to  the  patient. 
The  patient  will  then  complete  their  questionnaires  either 
at  home  or  on  the  telephone  to  the  Research  Coordinator 
of  the  study. 

The  physician  or  nurse  presenting  the  Decision  Board  will 
also  complete  a  questionnaire. 


The  Study  (con’t) 


Shared  Decision  Making 


In  medical  practice,  a  decision  can  be  arrived  at  by  several 
different  methods  or  models:  the  passive,  the  shared  or  the 
informed.  The  passive  model  explicitly  assumes  a  passive  role  for 
the  patient  in  the  treatment  decision-making  process.  The 
physician  controls  the  encounter  offering  the  patient  selected 
information  and  encouraging  the  patient  to  consent  to  what  the 
physician  considers  best.  The  role  of  the  physician  in  this  model 
is  the  guardian  of  the  patient’s  best  interest.  At  the  other  extreme 
is  the  informed  model  whereby  the  patient  is  supplied  with 
sufficient  information  and  is  able  to  make  the  decision  completely 
on  her  own.  In  this  model,  medical  decision-making  authority  is 
vested  clearly  in  the  patient,  while  the  physician’s  role  is 
relegated  to  transmitting  medical  information  and  using  his/her 
technical  skills  as  the  patient  directs. 


Between  these  two  extremes  is  the  model  of  shared  decision 
making.  This  approach  is  unfortunately  poorly  defined  in  the 
literature  and  is  essentially  an  intermediate  model  between  the 
two  above.  We  would  suggest  that  it  involve  sharing  of 
information  between  physician  and  patient  and  sharing  in  the 
decision-making  process  and  the  decision.  As  a  prerequisite,  it 
requires:  at  least  two  participants  who  are  willing  to  participate  in 
the  process  (this  would  often  be  the  physician  and  the  patient,  but 
could  include  the  nurse,  other  doctors,  family  members  or 
friends),  information  sharing  and  active  participation  in  the 
decision-making  process.  For  the  patient,  this  would  involve 
listening  to  and  understanding  information  presented,  describing 
personal  values  in  relation  to  the  outcomes,  and  trying  to  weigh 
the  benefits  and  risks  to  formulate  a  treatment  preference.  For  the 
physician,  it  would  involve  clearly  presenting  patients  with  the 
necessary  information,  elucidating  patient’s  values  regarding  the 
various  outcomes,  and  helping  them  with  the  balancing  of  the 
benefits  and  the  risks  to  make  a  treatment  decision. 


Shared  decision  making  is  not  the  answer  for  everyone. 


Organizational  Structure 


Supportive  Cancer  Care 
Research  Unit 
(SCCR  Unit) 


Steering  Committee 


Steering  Committee 
Members 


♦  The  SCCR  Unit  is  located  at  the  Hamilton  Regional  Cancer  Centre 
in  Hamilton,  Ontario.  The  SCCR  Unit  is  responsible  for  the  overall 
study  execution,  including  case  report  form  development,  data 
collection,  review,  and  analysis;  development  of  a  study  database 
and  quality  assurance. 


♦  The  Steering  Committee  is  the  major  decision  making  body  for  the 
study. 


Tim  Whelan 
Mark  Levine 
Amiram  Gafni 
Jim  Julian 
Ken  Sanders 
Susan  Reid 
Mary  Ann  O’Brien 
Shelley  Chambers 


Adjudication  Committee 


Adjudication  Committee  ♦  The  adjudication  committee  has  the  primary  responsibility  of 

determining  the  eligibility  of  patients  for  this  trial.  If  required, 
each  member  of  the  adjudication  committee  will  review  the 
eligibility  criteria  of  a  patient  and  determine  if  she  actually  met 
the  criteria. 


Members  of  the 
Adjudication  Committee 


Still  to  be  determined. 


Recruitment  /  Randomization 


Patient  Screening 


Inclusion  Criteria 


♦  All  patients  who  meet  the  inclusion  criteria  for  the  trial  will  be 
screened  for  eligibility  and  recorded  on  the  Eligibility 
Assessment  Case  Report  Form  (CRF). 


Both  answers  must  be  YES  to  be  recorded  on  the  Eligibility 
Assessment  CRF. 

The  patient: 

•  Isa  woman  who  has  newly  diagnosed  carcinoma  of  the 
breast  diagnosed  by  either  cytology  (needle  aspirate)  or 
pathological  examination  (core  or  open  biopsy),  or,  if  no 
biopsy  is  available,  a  strong  clinical  suspicion  of  breast 
cancer. 

•  Clinical  Stage  I  or  II  breast  cancer  defined  as: 

Stage  I  -  Tumour  is  2  cm  or  less  (maximum  dimension)  and 
localized  to  the  breast  with  no  involvement  of  regional  nodes, 

or 

Stage  II  -  Tumour  is  more  than  2  cm,  but  not  larger  than  5  cm 
in  its  greatest  dimension,  or  has  metastasized  to  the  axillary 
nodes  which  are  not  fixed. 


Patient  Eligibility 


Exclusion  Criteria 


All  answers  must  be  NO  for  the  patient  to  be  eligible. 

The  patient: 

•  Has  Clinical  Stage  0  disease  (DCIS,  non  invasive  breast 
cancer) 

•  Has  Clinical  Stage  111  disease  (tumour  >  5  cm  or  evidence  of 
inflammatory  or  advanced  disease) 

•  Has  Clinical  Stage  IV  disease 

•  Has  breast  of  insufficient  size  to  perform  a  lumpectomy 
(defined  as  the  surgical  excision  of  the  tumour  with  a  rim  or 
normal  tissue) 

•  Has  a  diffusely  abnormal  mammogram  that  would  preclude  a 
lumpectomy 

•  Has  serious  non-malignant  disease  (e.g.,  cardiovascular 
disease,  respiratory,  renal,  etc.  that  would  preclude  definitive 
surgical  treatment) 

•  Is  not  a  candidate  for  breast  irradiation  (e.g.,  previous  breast 
irradiation,  pregnant,  etc.) 

•  Has  a  clinical  suspicion  of  bilateral  breast  cancer 

•  Has  had  previous  surgery  for  breast  cancer 

•  Is  unable  to  speak  or  read  English  fluently. 

•  Is  mentally  incompetent  including  any  psychiatric  or  addictive 
disorder  that  would  preclude  shared  decision-  making. 


Informed  Consent 


Patient  Information  and 
Consent 


Obtaining  Informed 
Consent 


Filing  the  Consent  Form 


♦  It  is  the  responsibility  of  the  Surgeon  to  ensure  that  the  patient 
has  been  given  both  written  and  verbal  information  regarding 
the  objectives  and  procedures  of  the  trial.  The  patient  must 
be  informed  about  their  right  to  withdraw  from  the  trial  at  any 
time.  If  the  patient  should  refuse  to  participate  in  the  trial,  she 
should  be  ensured  that  she  will  receive  optimal  and 
appropriate  care  and  that  her  decision  will  not  prejudice  any 
further  treatment  she  may  receive. 

♦  An  explanation  of  whom  to  contact  with  questions  or  concerns 
will  be  given. 

♦  It  should  be  pointed  out  that  any  personal  identifying 
information  will  not  be  published  and  will  be  kept  strictly 
confidential. 


♦  After  the  Surgeon  has  informed  the  patient  about  the  trial,  she 
will  be  asked  if  she  is  willing  to  participate  in  the  trial. 

♦  The  patient  must  sign  and  date  the  Consent  Form.  A  witness 
(other  than  the  Investigator,  most  likely  the  receptionist)  must 
also  sign  and  date  the  form. 


♦  A  copy  of  the  signed  and  dated  Consent  Form  must  be  kept  in 
the  patient’s  chart. 


Consent  Form 


A  copy  of  the  Consent  Form  is  on  the  next  page. 


Consent  Form 

Decision  Board  for  Early  Breast  Cancer 

CONSENT  FORM  FOR  PARTICIPANTS 

Why  is  this  study  being  done? 

Research  shows  that  patients  have  a  desire  for  better  communication  with  their  doctors. 

Women  with  breast  cancer  have  shown  a  need  for  more  information  about  their  disease  and 
desire  to  be  more  involved  in  making  decisions  about  their  care.  The  aim  of  this  study  is  to 
improve  the  tiansfer  of  information  between  the  doctor  and  the  patient  and  to  improve  decision 
making  for  women  with  breast  cancer. 

What  is  the  study  about? 

A  decision  aid,  called  the  Decision  Board,  has  been  developed  to  provide  information  to 
patients  about  tieatment  choices  in  breast  cancer.  It  also  helps  patients  make  decisions  about 
their  tieatment  choices.  The  infoimation  provided  on  the  Decision  Boaid  is  based  on  high 
quality  research  results.  With  more  tieatments  becoming  available  and  a  desire  for  detailed 
infoimation,  there  is  a  need  to  present  the  various  choices  to  women  in  different  ways. 
Presently,  the  standaid  Decision  Boaid  presents  wiitten  and  pictorial  infoimation  about 
treatment  choices.  A  computer  version  of  the  Decision  Board  allows  information  to  be 
personalized  for  each  woman’s  own  needs. 

This  study  will  test  a  computer  version  of  the  Decision  Boai  d.  The  computer  version  will  be 
compared  to  the  standaid  Decision  Board.  It  will  tiy  to  answer  important  questions.  How  well 
do  patients  understand  the  information?  How  satisfied  are  they  with  the  information?  How 
satisfied  are  they  with  the  way  the  Decision  Boaid  helps  them  make  a  decision? 

We  would  like  to  invite  you  to  take  pait  in  this  research.  At  the  moment,  we  do  not  know  if 
there  is  a  difference  between  the  standaid  Decision  Boaid  or  the  computer  version.  The  only 
way  to  know  whether  there  is  a  difference  between  the  two  presentations  is  to  compaie  similai' 
groups  of  patients  at  the  same  time.  The  only  fair  way  to  decide  which  presentation  the  patient 
gets  is  to  decide  this  by  chance,  a  method  called  randomization  (like  tossing  a  coin  or  picking  a 


Participant’s  initials: 


Witness’  initials: 


Date: 


number  from  a  hat).  This  will  be  done  by  a  computer  to  ensure  that  there  is  an  equal  chance 
of  each  patient  receiving  a  paiticulai'  presentation.  If  you  agree  to  take  part  in  this  study,  the 
resear  ch  assistant  will  find  out  which  presentation  you  will  get  by  calling  the  research 
office.  The  benefit  to  taking  part  in  this  study  is  that  women  will  be  assm  ed  of  receiving  all 
infoiTnation  about  their  breast  cancer,  outlook  and  choices  for  tr  eatment.  There  is  no 
specific  risk  associated  with  participation  in  the  study.  Your  choice  of  beatment  will  take 
place  regardless  of  which  Decision  Board  version  is  presented. 

What  is  your  involvement  in  the  study? 

If  you  agree  to  take  part  in  this  study,  the  doctor  will  explain  your  treatment  choices  at  your 
appointment  using  the  standard  Decision  Board  or  the  computer  version.  A  few  days 
following  your  visit,  you  will  be  contacted  by  telephone,  or  at  yom  next  scheduled 
appointment,  by  die  r  esearch  assistant.  You  will  be  asked  about  your  breast  cancer  and  the 
different  treatments  available.  You  will  be  asked  about  the  benefits  and  risks  or  side  effects 
associated  with  the  different  tr  eatment  choices.  You  will  also  be  asked  about  yom' 
satisfaction  with  the  infor-mation  presented  and  the  decision-making  process.  Some  basic 
infor-mation  about  your  personal  char  acteristics  will  also  be  collected.  This  inter-view  will 
take  about  15  minutes.  There  will  not  be  any  more  involvement  on  yom  part  following  this 
interview.  There  will  be  no  cost  to  you  for  participation  in  the  study.  You  will  receive  a 
copy  of  the  consent  for-m. 

Participant’s  agreement  to  take  part  in  this  study: 

I  have  read  the  information  about  the  Development  and  Evaluation  of  Computer-based 
Versions  of  the  Decision  Board  for  Early  Breast  Cancer  Study. 

I  agree  to  take  part  in  this  study  with  the  understanding  that  information  will  be  collected 
and  used  for  research  purposes  only  and  will  be  treated  as  confidential.  No  participant 
names  will  be  identified  in  any  report  of  this  study.  I  have  been  infor-med  about  the  purpose 
of  the  study.  I  know  that  1  am  under  no  obligation  to  participate  and  may  withdr  aw  at  any 
time.  My  present  or  futur  e  medical  tr  eatment  will  not  be  affected  in  any  way  if  I  choose  not 
to  take  part  in  this  study. 

Representatives  from  the  U.S.  Army  Medical  Research  and  Materiel  Command  may  inspect 
the  records  of  the  resear  ch  in  their  duty  to  protect  human  subjects  in  research. 

You  should  also  understand  that  this  is  not  a  waiver  or  release  of  your  legal  rights.  You 
should  discuss  this  issue  thoroughly  with  the  Principal  Investigator  before  you  emol  in  this 
study. 


Participajrt’s  initials:  _  Witness’  initials; 


Date; 
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If  you  have  any  questions  about  the  study,  please  contact  the  Principal  Investigator,  Dr.  Tim 
Whelan  at  (905)  387-9495,  ext.  64501  or  the  Research  Coordinator  at  (905)  387-9495,  ext. 
64510. 

The  name  of  an  individual  not  directly  involved  in  this  study  who  can  provide  answers  to 
questions  about  my  rights  as  a  research  subject  is  Leslee  Schynal  who  is  located  at  the 
Hamilton  Health  Sciences  Coiporation,  Henderson  Hospital,  711  Concession  Street, 
Hamilton,  Ontario,  telephone  number  (905)  389-441 1,  Ext.  42136. 


Paiticipant’s  name: 


(Please  use  block  letters.) 


Paiticipant’s  address: 


Paiticipant’s  signature:  _  Date:  __/ _ / 

dd  mmm  yy 

Witness’  name:  _ (Please  use  block  letters.) 


Witness’  signatm'e:  _ Date: _ /  / 

dd  mmm  yy 


END  OF  FORM 
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Schemata 
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Ineligible  /  Non  Consenting  Patients 


Ineligible  Patients 


Non-consenting  patients 


♦  Patients  who  do  not  meet  the  Inclusion  Criteria 

Patients  who  have  a  “NO”  answer  to  at  least  on  Inclusion  Criteria 
are  not  eligible  for  the  trial  and  should  not  be  approached  for 
informed  consent  to  the  trial.  An  Eligibility  Assessment  CRF 
should  not  be  completed  for  these  patients. 


♦  Patients  who  meet  at  least  one  Exclusion  Criteria 

Patients  who  have  a  “YES”  answer  to  at  least  one  Exclusion 
Criteria  are  not  eligible  for  the  trial.  An  Eligibility  Assessment 
CRF  must  be  completed  for  these  patients,  however,  these 
patients  should  not  be  approached  for  informed  consent  to  the 
trial. 


•  If  a  patient  is  eligible  for  the  trial  but  does  not  consent. 

•  Complete  the  Eligibility  Assessment  CRF. 

•  Indicate  the  reason  that  the  patient  did  not  consent  to 
the  trial. 

•  Sign  and  date  the  Eligibility  Assessment  CRF. 
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Patient  Randomization 


When  to  Randomize  a 
patient 


Prior  to  Randomization 


Who  to  call  for 
Randomization 


•  Once  a  patient  is  determined  as  eligible  to  participate  in  the 
trial  (i.e.,  met  all  of  the  Inclusion  Criteria  and  did  not  meet  any 
Exclusion  Criteria)  and  has  signed  and  dated  the  Consent 
Form,  the  patient  is  eligible  for  randomization. 

•  The  patient  must  be  randomized  prior  to  any  discussion 
regarding  surgical  treatment  options. 


•  You  will  need  to  have  the  following  information  available  prior 
to  calling  to  randomize  the  patient; 

•  The  patient  chart  number 

•  The  patient  initials 

•  Name  of  the  Surgeon  treating  the  patient 


The  Supportive  Cancer  Care  Research  Unit  will  be  responsible 
for  the  central  randomization  of  all  patients  into  the  trial.  Please 
page: 


905-546-9071 

key  in  the  telephone  number  where  you  can  be  reached. 

If  your  page  is  not  answered  within  a  few  minutes,  please  call: 

905-387-9495  ext.  64510  or  64501 

and  the  SCCR  Unit  Staff  will  assist  you. 
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Patient  Randomization  (con’t) 


Process  of 
Randomization 


Study  ID  Number 


Randomization  Log 


Once  you  have  reached  an  authorized  SCCR  Unit  staff  member, 
you  are  ready  to  randomize  the  patient. 

•  You  will  be  asked  to  supply: 

•  The  patient  initials 

•  The  patient’s  chart  number 

•  The  patient’s  Surgeon 

•  The  date  of  randomization  (today’s  date) 

•  You  will  be  given  (and  must  record  on  the  Eligibility 
Assessment  CRF): 

•  The  Patient  Study  ID  Number  (PID) 

•  Decision  Aid  Arm  to  which  the  patient  will  be  allocated, 
either: 

•  Standard  Decision  Board,  or 

•  Computerized  Decision  Board 


The  Patient  Study  ID  Number  is  a  4-digit  number  which 
incorporates  a  one-digit  Centre  ID  number  (i.e.,  each  Surgeon’s 
office  would  be  assigned  a  one  digit  Centre  number)  and  a  three- 
digit  sequential  patient  number  and  is  in  the  form  of: 


Centre  Patient  Number 

The  Patient  Study  ID  Number  is  to  be  recorded  at  the  top  of  every 
CRF  page  and  on  each  page  of  any  source  document. 


The  Randomization  Log  sheet  is  found  in  this  binder  and  is 
comprised  of  multiple  pages  to  record  all  patients  randomized  to 
the  study.  The  patient  name,  study  ID  and  date  of  randomization 
are  to  be  recorded  in  this  Log.  This  Log  provides  a  means  for 
you  to  connect  the  Study  ID  number  with  the  patient  name. 
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Decision  Aid  Board  of  the  Trial 


standard  Decision  Board 
Arm 


Computerized  Decision 
Board  Arm 


Sample  Size 


•  The  Standard  Decision  Board  is  a  visual  aid  with  both  written 
and  graphical  information  that  is  approximately  two  feet  wide 
and  one  and  a  half  feet  tall.  It  has  information  windows  that 
are  initially  closed.  The  windows  are  systematically  opened  to 
present  the  information  on  the  two  treatment  options,  related 
side  effects,  and  the  results  of  the  treatment  choice  for  the 
breast  and  for  survival.  When  all  of  the  windows  are 
eventually  opened  it  allows  the  patient  to  compare  the 
treatment  options.  The  instrument  also  consists  of  additional 
information  that  is  presented  to  patients  on  separate 
information  cards. 


•  The  Computerized  Decision  Board  is  similar  to  the  Standard 
Decision  Board  except  for  the  fact  that  the  decision  board  is 
presented  using  a  laptop  computer.  Upon  opening  the 
decision  board  program  on  the  laptop,  there  will  be  “windows” 
that  have  the  appearance  of  being  closed.  These  windows 
will  be  systematically  opened  to  present  the  two  treatment 
options,  related  side  effects,  and  the  results  of  the  treatment 
choice  for  the  breast  and  for  survival.  When  the  windows  are 
closed,  highlighted  bullet  points  emphasizing  the  main  points 
in  each  window  will  remain  on  the  screen  giving  the 
appearance  of  open  windows,  similar  to  the  Standard 
Decision  Board. 


There  will  be  100  patients  randomized  to  the  trial,  with  50% 
randomized  to  the  Standard  Decision  Board  Arm  and  50%  to 
the  Computerized  Decision  Board  Arm. 
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Administration  of  the  Standard  Decision  Board 

Before  Administering  the  Standard  Decision  Board 


Familiarize  yourself  with 
the  Decision  Board 


♦  See  the  diagram  showing  the  Decision  Board  on  the  next 
page. 


All  Windows  Closed 


♦  Ensure  that  all  information  windows  on  the  Decision  Board 
are  closed  before  starting  the  presentation  of  the  Decision 
Board. 
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standard  Decision  Board  Layout 
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Before  Administering  the  Standard  Decision  Board 


Prepare  the  appropriate 
Take-home  version  of  the 
Decision  Board 


There  are  two  different  take-home  versions  of  the  Decision 
Board,  one  mentions  an  Axillary  Node  Dissection  and  the  other 
one  does  not.  Ensure  you  have  the  proper  version  of  the  take- 
home  that  matches  the  decision  board  you  have  shown  the 
patient. 


Laminated  information 
cards 


♦  The  laminated  information  cards  are  stored  at  the  back  of  the 
Decision  Board  in  a  plastic  pouch.  Pull  all  of  the  cards  out  of 
the  pouch  and  have  them  ready  and  in  a  convenient  location 
to  go  over  with  the  patient. 

♦  The  Cards  that  are  available  are: 

Introduction 

Decision  Board 

Summary  Chemotherapy  and  Hormonal  Treatments  for 
Breast  Cancer  Card  (optional) 

Breast  Reconstruction  Card  (optional) 

Sentinel  Node  Biopsy  Card  (optional) 
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Administration  of  the  Standard  Decision  Board 


Step1.  Introduction  card 


Step  2.  Decision  Board  card 


Step  3.  Open  the  first  window, 
first  row 


Mastectomy  Treatment  Choice 


Show  the  patient  the  card  entitled  “Introduction” 
Read  the  card  with  the  patient 


Show  the  patient  the  card  entitled  “Decision  Board” 

Read  the  card  with  the  patient 

Emphasize  that  there  is  no  right  or  wrong  choice 


Puli  the  upper  Slider  Tab  1  to  the  right 

Read  the  information  behind  the  first  window  of  the  first 
row  beside  Mastectomy  and  underneath  Treatment 
Choices 

Discuss  the  information  with  the  patient 

If  the  patient  desires  information  on  treatments  in 
addition  to  surgery  available  to  treatment  breast 
cancer,  show  her  optional  card  entitled  “Chemotherapy 
and  Hormonal  Therapy”. 

Ask  if  the  patient  has  any  questions. 


I  Step  4.  Open  the  second 
j  window,  first  row 


Side-effects  -  Mastectomy 


•  Pull  upper  Slider  Tab  to  the  right  again 

•  Read  the  information  behind  the  second  window 
beside  Mastectomy  under  Side  Effects. 

•  Read  the  information  with  the  patient. 

•  If  the  patient  desires  information  on  reconstruction, 
show  her  the  optional  card  entitled  “Breast 
Reconstruction”. 

•  Read  the  information  behind  the  second  window 
beside  Mastectomy  under  Side  Effects 


Ask  if  the  patient  has  any  questions 
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Administration  of  Standard  Decision  Board  (con’t) 


Step  5.  Open  last  window,  first 
row 

Results  of  Choice  for  Survival  - 
Mastectomy 

•  Pull  the  upper  Slider  Tab  to  the  right  again. 

•  Read  the  information  behind  the  third  window  beside 
Mastectomy  under  Results  of  Choice  for  Survival. 

•  Emphasize  that  the  chance  of  surviving  breast  cancer 
is  the  same  with  either  Mastectomy  or  Lumpectomy 
plus  Radiation. 

Step  6.  Open  first  window, 
lower  row 

Treatment  Choice  -  Lumpectomy 
plus  Radiation 

•  Pull  the  lower  Slider  Tab  to  the  right. 

•  Read  the  information  behind  the  first  window  beside 
Lumpectomy  plus  Radiation  under  Treatment  Choice. 

•  Ask  if  the  patient  has  any  questions. 

Step  7.  Open  second  window, 
lower  row 

Side  Effects  -  Lumpectomy  plus 
Radiation 

•  Pull  the  lower  Slider  Tab  to  the  right  again 

•  Read  the  information  behind  the  second  window 
beside  Lumpectomy  plus  Radiation  under  Side  Effects. 

•  Ask  if  the  patient  has  any  questions. 

Step  8.  Open  third  window, 
lower  row 

Results  of  Choice  for  the  Breast  - 
Lumpectomy  plus  Radiation 

•  Pull  the  lower  Slider  Tab  to  the  right  again. 

•  Read  the  information  behind  the  third  window  beside 
Lumpectomy  plus  Radiation  under  Results  of  Choice 
for  the  Breast. 

•  Ask  if  the  patient  has  any  questions. 

Step  9.  Open  last  window, 
lower  row 

•  Pull  the  lower  slider  tab  to  the  right  again. 

•  Read  the  information  behind  the  last  window  beside 
Lumpectomy  plus  Radiation  under  Results  of  Choice 
for  Survival. 

•  Emphasize  that  the  chance  of  surviving  breast  cancer 
is  the  same  with  either  Lumpectomy  plus  Radiation  or 
Mastectomy. 
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Step  10.  Hand  the  patient  the 
appropriate  Take- 
Home  version  of  the 
Decision  Board 

•  After  the  patient  has  been  presented  with  the  Decision 
Board,  she  should  be  given  the  Take-home  version  of 
the  Decision  Board  that  matches  the  information 
presented  to  her  by  the  Surgeon  and  also  includes  the 
information  discussed  in  the  optional  cards  (i.e., 
chemotherapy  and  hormonal  therapy;  breast 
reconstruction;  sentinel  node  biopsy). 

Step  11.  Remind  patient  that  a 
Research  Assistant  will 
get  in  touch  with  her. 

•  Remind  the  patient  that  a  research  assistant  will  be 
calling  her  to  talk  about  the  decision  board  experience. 
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Take-home  Version  of  the  Standard  Decision  Board 


Take-home  version  of  the 
Standard  Decision  Board 

The  take-home  version  of  the  decision  board  is  an  exact 
replica  of  the  decision  board  the  patient  was  administered 
and  also  includes  the  information  discussed  in  the  optional 
cards  (i.e.,  introduction,  decision  board,  cancer  free/ 
cancer  returns,  menopause  and  summary). 

It  is  very  important  that  the  patient  receives  the  correct 
take-home  version  of  the  Decision  Board,  otherwise  they 
may  be  very  confused  if  the  information  they  were  told  by 
the  doctor  does  not  match  the  information  they  were  given 
to  read. 

Who  receives  the  Take-home 
version  of  the  Standard 

Decision  Board 

All  consenting  patients  who  are  randomized  to  the 

Standard  Decision  Board  Arm  of  the  Trial  will  receive  a 
take-home  version  matching  the  information  they  were 
presented  regarding  their  treatment  choice. 

Appropriate  Take-home  version 
of  the  Standard  Decision  board 

There  are  two  different  take-home  versions  of  the  Decision 
Board.  One  version  mentions  an  axillary  node  dissection 
while  the  other  does  not.  Ensure  that  the  patient  receives 
the  take-home  version  that  matches  the  information 
presented  to  her. 

..... 
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Administration  of  the  Computerized  Decision  Board 


Before  administering  the  Computerized  Decision  Board 


Turn  on  the  Laptop  Computer 
prior  to  seeing  the  patient  as  it 
takes  a  while  for  the  computer 
to  warm  up. 


♦  The  laptop  computer  takes  a  while  to  warm  up,  therefore, 
it  is  a  good  idea  to  have  it  turned  on  and  the  Decision 
Board  Program  loaded  and  already  at  the  first  screen 
before  the  patient  is  seen. 


Prepare  the  appropriate  Take- 
home  version  of  the 
Computerized  Decision  Board 


♦  There  are  two  different  take-home  versions  of  the 
Computerized  Decision  Board,  one  for  patients  who  will 
be  receiving  an  axillary  node  dissection  and  one  for  those 
patients  who  will  not  be  having  an  axillary  node 
dissection. 
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Navigating  Ttirou£0t}ie  Program 

Comparisorhpanets 

Main  navigation^  j3uttons 


This  panet+ias  3  pages.  Clicking 
anyv\^ere,fflsi<te#»e  panel  while 
on  Page  t  2  will  Jaring  4jp 

the  nejdpage.  Clicking  anywhere 
on  the  last  j^ge  will  dose  the 
panel  andtiisplay  a.aimmary.  All 
pages  of  apanel  need  to  be 
visited  beftae  die  panel  can  be 
closed  badttothe  main  screen. 


IL  t 

jptH'', 

■  ■  -.r'  ». 


INTRODUCTION 

^  l'1  of  3j 


;JifBatf6ineflr  may  be  treated  In  a  Varirty  of  'iran<4BCI«dlng 
sweety,  radiation,  chemothora^  and  hormorfal  therapy. 

•  The  first  step  in  the  treatment  oThrMst^ncer  te  tb  remove 
the  cancer  by  surgery. 

•  Today,  we  discussed  your  bpdcholces  fOr  surgical  treatment. 
This  Is  not  a  decision  VyXi,  as  your  doctor,  can  ihalce  alone. 
We  feet  it  Is  importapMor  you  to  understand  a  iitUe  bn 
aboutbreast  canper  so  you  cantaKe  part  In  deciding 

what  is  best  fprycu. 


Alternatively,  clicking  on  the 
arrow  in  the  i^3p»  right  trf  the 
Introduction  panel  will  Pring  jjp 
the  next  page. 


Upon  closing  after  visiling  eadi 
page  of  a  panel,  a  ehort 
summary  spears. 


Osscripilon 


Skio  EffCfcrs 

Results  for  Breast 

Rc!Si.(.'rs  for  Survival 

Side  Eiy^ns 

Results  for  iSres  St 

Results  for  Siirvh'al 

•  OBm^MiiiwiU,  tueh  m 
tiomwnil  tharapy  or  chtmo' 
i.-'T- thwipy,  may  b*  nocaaaary 
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Steps  of  Administration  for  Computerized  Decision  Board 


Step  1 :  Usir^  fee  t^eyboard,  copy  fee  ^satient  tO  number  from  fee  patient’s orwoiment  package^onto 
the  opening^creen.  it  . 


Step  2:  Usir^  fee  cursor,  cHck 
on  the  preseniation  appropriate 
for  this  patient  toanter  fee 
main  decisioaiJoarcL 


The  peciston  Board  for 
Breast  Cancer  Surgery 

Umtictomy  v«  Lmpsctemy  pli»  ttadlatten 


Seiect  eitiwfeepresent^on 
with  or  without  Axillafy  Mode 
Dissectiori. 


itment  for  breast  cancer 


Step  3:  Open  the  Introductory 
Panel 


P»=’iJks-ct  Ci‘'o:r#.: 


;0»ftOr4pt^ 


S.ct«  Kffecift 
pfCfita<id 


rf  I 
fo?  : 


Rcsijits  fo!  Bicesi 


Results  for  Survival 


Using  the  mouse,  move  the 
cursor  on  fee  box  labelled 
“Introduction”  and  click  once 


Resulrsfor  Sressf 


ftesivftsfcrSun'i/fl' 


Qeneriilinfo 


Step  4:  Read  fee  3  pages  of 
information  contained  in  the 
“Introduction”  fee  patient. 


The  ticr-MSK*'/ 


INTRODUCTION 

(1  of  :i} 


Review  eatfe  of  fee  three  pages 
of  this  panel  wife  fee  patient  by 
either  clicking  anywhere  inside 
the  IntrodutiBon  panel  or  by 
clicking  on  fee  anow  in  fee  upper 
right  of  thepanel  to  move  to  the 
next  page. 


Breast  cancer  may  be  treated  Ina^ktaftotTSTways  including 
surgery,  radiaUon^chgniathsnlipyand  hormonal  ttierapy. 

The  JcsfstCgTiTfliB  treatment  of  breast  cancer  Is  to  remoMa 
HisNncer  by  surgery. 

Today,  we  discussed  your  two  choices  fbr  surgical  treatment 
This  Is  not  a  decision  that  I,  as  yotir  doctor,  can  make  alone^ 
We  fbel  it  Is  important  for  you  to  understand  a  little  bit 
about  breast  cancer  so  you  can  take  part  in  deciding 
what  is  best  fbr  you. 


I"’  RJtt:iifio<'  : 


Operations  Manual 


step  5;  Open  tfie  panel 
labelled  “The  De<^ion  Boa«J”. 


Using  themouse,  move  the 
cursor  on  the  box  labelled  “The 
Decision  BoatxjT  and  dick  once. 


Step  6:  Read  flie  2  pages  of 
information  cxaitained  In  “The 
Decision  Board”  with  the 
patient 


Step  7:  Openfte  information 
contained  in  fte  panel  under 
Mastectomy  and  Description  of 
Choice  with  the  patient 


Using  the  mouse,  move  the 
cursor  on  the  box  labelled 
“Description”  under  Description  of 
Choice  beside  Mastectomy  and 
click  once. 


.BMBiBBsamsn 

^  forSftJvt 

far 

Dascrtpn'on 

side  Ejects 

ResuHv  fofBreeisr 

Rticuds  forSuf'/l’sel 

pH!*- 

Sido  Effects 

Results  for Bre-jSt 

Results  firSuPA’/sl 

/Mrodufltion; 

•  <MMrtr*ttm*al*,  tuch  m 
h^fmonat  tttanvy  Pt  chamo* 
ttwnpy,  may  b»  nacMtiry 

The  Docislon  Board 

Sununary 

fex  '-Slii?!*  '  i.,- 
‘l»«ar»v-T;;  V." 

'  ImroUuation 

t  ' 

The  Decision  Board 
a  of  2} 

* 

•  To  present  the  Information  In  a  more  detailed  way,  we  will 
use  a  computer-based  Decision  Board.  Using  dils  Board, 
we  wUi  present  the  following:  a  description  of  your  two 
choices,  the  side  effects  of  each  choice  and  the  results  of 
each  choice  for  your  breast  and  for  survival. 

•  Right  now,  the  Board  Is  covered,  but  we  will  show  the  panels 
section  by  section  and  at  the  end,  you  will  have  the  whole 
picture  iii  front  of  you  and  will  be  able  to  make  your  own 
decision. 

•  It  is  important  to  remember  that  theielsnorlghtor  wrong 
decision.  We  want  you  to  make  the  decision  that  Is  best 
for  you  personally. 

5>t.ui3npaot6my. 

1  pit^s 

''  tttkSU 

j::-- trsrtrar- 

•ijf  CtKSe«  - 

Faeot  > 

r  o(  ifM 

Rr-  isltS  of  ChWf  ** 

fft'  Sv«  ^V*li 

y  PcsenpPon 

SidcEffoctr 

RersuMs  for  3' 

Results  lor  Survh'sl 

i:c-^ir»woc»-Qcr}y 

pJu** 

Oosaipffon 

Skfo  Effc-cfs 

Poso.’ts  fw 

Rc-!U<t?:  for  Survl'.'e' 

RjKJ'aLtwi  ;  ~ 

fTftroOualon 

TTw  OocMon  Sewrt 

hfinr 

•  OUni  li«BliimiU,widta 
fiDrmenil  ttivripy  or  ehtmo> 
thBnpy,  may  bo  nocoBBwy 

•  ToihwM*  Mbrarattenond 
to  bolp  you  Btft  vwatlena 

Summary 
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f4t 


i’l  «*  . 


:l..U£nfs«<;;-je.t7xV- 


step  8:  Reviawitie  information 
contained  in  fte  panel  tinder 
Mastectomy^nd  Description  of 
Choice  with  4i%  patient. 


Step  9:  Open  the  infomnation 
contained  in  #i€  panel  under 
Mastectomy  and  Side  Effects 
of  Choice. 


Surr/rr,arv 


RadWfenlinet 
ucuall^  nae*itiiy 


DsscripT‘»n 


•  OtlMrmfin«nti,KidtM  •  T»  pmvtdi  mtornutlen  md 

homnniltritnpyorehMM*  lelMipyountiquMrttora 

thfpy,  miv  b*  ntetnaiy 


MASTECTOMY 


L’_ 

Mi 

MASTECTOMY 

‘f  ■ 

rsT 

S/iff;  EfU‘Ctti 

umbness  and  discomfort  under  the  arm 
where  the  nerves  were  cut. 

•  Pain,  discomfort  or  numbness  of  the  chest. 

SOMETIMES 

•  SUffness  of  the  shoulder. 

RARELY 

•  Infection. 

•  Swelling  of  the  arm. 


Th*  OvcMen  Botrd; 


Using  the  mouse,  move  the 
cursor  on  ttre  ijox  labelled  "'Side 
Effects”  under  Side  Effects  of 
Choice  beside  Mastectomy  and 
click  once. 


Step  10:  Review  the 
information  attained  in  the 
panel  under  Mastectomy  and 
Side  Effects  of  Choice  with  the 
patient. 


fo.  ST>?a  t 


glCItuiro 


MA.STECTOr»1Y 


MASTECTOMY 


OFTEN 

•  Numbness  and  discomfort  under  the  arm 
where  the  nerves  were  cut. 

•  Pain,  discomfort  or  numbness  of  the  chest. 


tuni-^cionv,.  SOMETIMES 

PTlKr 

*  Stiffness  of  the  shoulder. 


RARELY 

•  Infection. 

•  Swelling  of  the  arm. 
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.r.-oiClwi*:.*' 


tWJ  Sun‘Y'5l 


»  f  M» 


(VIASTECTOMY 

F.osufcs  tor  Srcast 


MASTECTOMY 


V  ti‘i  r  t.- 

r  ^tUS  ' 


Using  Ihe  mouse,  move  the 
cursor  on  the  box  labeiied 
“Results  Breast"  under  Results 
of  Choice  for  the  Breast  beside 
Mastecton^  and  dick  once. 


Step  1 1 :  Open  the  information 
contained  inthe  panel  under 
Mastectomy  and  Results  rrf 
Choice  for  the  Breast. 


Bid*  •fftcti  of  lursory 
•.g.  num(>n««t,  ptin 


EnBrabroMt 

loromovod 


•To  prowM  WlwwBon  and 
to  lulp  you  aiK  duoatlerw 


•  Mwr  (ncbnMita,  oueh  n 
hormonid  thonpy  or  chomo- 
thofopy,  may  b»  nteoatary 


•  You  ar*  loft  with  a  healed  scar 
across  your  chest.  ^  Image  j 

nayb^pset1>ythe 
Toss  of  flieir  breast 

•  A  breast  prosthesis  or  breast  form 
can  be  fitted. 

•  The  breast  can  be  reconstructed 
using  Pla^  surgery. 

may  come  back  on  the  chest 
TboutSto  10  out  of  too  women  will 
experience  this  In  the  next  10  years. 
Cancer  that  comes  back  on  the  chest 
is  usually  treated  with  surgery, 
radiation  or  both. 


Step  12:  Review  the 
information  in  the  panel  under 
Mastectomy  and  Rasults  of 
Choice  for  ft«ast  with  the 
patient. 


Click  on  the  box  labelled  "Image” 
to  show  a  drawing  of  what  the 
chest  may  look  like  following  a 
mastectomy. 


Place  the  cursor  on  the  words 
“plastic  surgery"  to  open  a  panel 
which  brieSy  describes  surgical 
techniques  used  to  reconstruct 
the  breas^. 
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step  13:  Open  #ie  information 
contained  in^lbepanei  undar 
Mastectomy  and  Results  of 
Choice  for  Survival. 


Using  the  mouse,  move  the 
cursor  on  thedox  l^jeHed 
“Results  for  Survival”  under 
Results  of  Choice  for  Survival 
beside  Mastectomy  and  click 
once. 


WftpilHIIIHIIIJl 

•ilLT  >< 

,  w»roj« 
r  ‘  a8r<»S  \ 

•*  Do«5C.rTj.1lio»‘ 

^  .  {  fa 

Of  Chwb-e 

» otCHO’r-*- 
('if  S' 

im  d 

•^vSiRasjoYjtoynv.- 

) 

•  Entifobrtiflt 
isftmovad 

•  RMMIonIsnot 
usually  n«e««t«ty 

•  SIda  •fraels  of  surpafy 
0.0.  numbnaia,pBin 

■  Leaaeftha  braast 

■  OceadonaHy.cancar 
will  coma  back 

RcsuftsforSur'/iv^! 

'  pan." 

Ocscnprtsn 

SlaoElfcctr: 

RasLiiti  for  Srcssi 

RnS'Jttf!  mrSijrv!'J3: 

unnduaion: 

hofmanil  thtnpy  »r  chMne* 
tfwnpy,  may  te  Tweraswy 


TTw  OKMpnBotflt 


•  T»  ptmM*  MMiranen  and 
to  iMlp  yMj  Mk  quMttont 


Step  14:  Review  the 
information  contained  in  the 
panel  under  Wastedomy  and 
Results  of  Choice  for  Survival 
with  the  patient. 


Emphasize  that  neither 
procedure  is  better  than  the  other 
in  terms  of:ajrviving  breast 

Mnmr 


into;;- 


fMSTECTOf.TV 
ResuUs  forSi^rvhml 


Your  chance  Of 
surviving  cancer 
IS  the 
SAME 
aswMi 

Lumpectomy  plus  Radiation. 


.'■i- 


f  ' 


step  15:  Open  the  information 
contained  in  die  panel  under 
Lumpectomy  pkas  Radiation 
and  Description  of  Choice  with 
the  patient. 


Using  the  mouse,  move  the 
cursor  on  the  box  labelled 
“DescriptiOT”  under  Description  of 
Choice  beside  t-umpectomy  Plus 
Radiation  and  dick  once. 


V  »  »> 

-.-.•isV-: 

of  C5«rfco 

S«l3-o  £§'oc:E3 
of  Ct^oico'" 

Chori;-t? 

of  C'^of'  -> 
K^jrav-^l 

- ' 

•  EnMra  braast 

Isramovad 

•  RadMtonfanat 

•  SIda  afrads  oTsurpary 
•Jt-  numbnaaa,  pairt 

•Loaserthabfsaat 

•  Occasionally,  eanear 
adl  coma  back 

•  Your^NiKa  of 
aurvivine  nncarla 
ttia  sarnaaswHh 
Lumpectofiiyplus 
Radiatten 

-- — 

Rv’scfsaswr'rvr--' 

Oosrcflptitni 

S'tfe  Etfcas 

RtisvlTS  for  Bmcsr 

Rctiufts  I'ur  Survive! 

InOoducttorr 

Ge-lU-t  Ml'  •  Ottwrti»i!m*i'iU, such •» 

liomwnittttvrapywctitmo- 


nhs  Dodston  Soord; 


•  To  provW*  MbnraHon  and 
to  iNip  you  nk  quoitlens 
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step  16a:  Reviewflie 
information  Qontainedln  the 
panel  under  t-umpeotoray  plus 
Radiation  and  Description  trf 
Choice  in  thepanel  labelled 
“Desaiption”wi1h  the  patient. 

This  panel  has  two  parts:  the 

first  describes  the  Jumpeciomy 
procedure,  tl^second 
describes  the  radiation 
treatment 


Click  anyvjdiere  on  #ie  open 
description  of  lurnpectomy  or  the 
arrow  to  move  to  the  second 
section  desoibing  radiation 
treatment. 


lofO'idJee 


'  \<hc'  't ' 


■3201 


r / C-nj 
r  tul  *-(*•' 


Desrjr!x'tiof7 


LUMPECTOMY:  Surgicml  Removal  of  the  Cancerous  Lurr^ 


•  Only  the  cancerous  lump  and  some  surrounding  tissue 
will  be  removed. 

•Some lymph  nodes  underyourarm  will  be  removed. 

•  A  drain  Is  Inserted  near  the  scar  under  the  arm 
fbr  5-10  days  to  remove  excess  fluid. 

•  You  will  come  to  the  hospital  on  the  day  of  your  surgery. 

You  will  spend  one  night  In  hospital  and  go  home  the  next  day. 

•tnaboutt  outoflOwomen,aljthecancerlnthebt^stmay 
not  be  removed  and  further  surgery  may  be  necessary.  - 

•  ARer  the  breast  has  healed,  you  Will  be  referred  to  tile 
Cancer  Centre  for  radiation  therapy. 


Step  16b:  Mpve  to  1he  second 
part  of  the  panel  describing 
radiation  therapy  in  the  panel 
under  Lump«A)my  plus 
Radiation  and  Description  of 
Choice  in  the  paneliPbelled  “ 
Description.” 


To  show  the  patient  additional 
information  on  hormonal  therapy 
of  chemotberapy,  using  ttie 
mouse,  move  the  cursor  over  the 
words  untfla  hand  appears  and 
click. 


■  -.Sjdr^SJicctS  :';a 


■  BfiiftfJilT&.Gf  CbOlCSr- 

'  '  for  Survival  * 


LUr^PSCTOriY  plus  RADIATION 

DesntipSiorf 


RADIATION:  X-nytmmtment 

•  You  Will  need  to  meet  with  a  radiation  oncologist  at  the 
Cancer  Centre  to  plan  radiation  treatments. 

•  The  time  between  your  surgery  and  the  beginning  of  your 
radiation  treatments  may  be  6  to  12  weeks. 

•  Your  treatments  will  be  daily  for  3  to  5  weeks, 
excluding  weekends  and  holidays. 

•  Each  visit  lasis  about  30  to  45  minutes. 

Other  treatments  (hormonal  therapy  or  chemotherapy) 

with  chemoBierapy,  your  radiation  wlli 
In  when  the  chemotherapy  IS  finished. 


Step  17:  Open  the  information 
contained  in^e  panel  under 
Lumpectomy  plus  Radiation 
and  Side  Effects  Choice. 

'  •*“*  M-Oiwes 

•  Entt«  briMt 

•fWWtonl.tW 
uK«i  V  ngcMtaiy 

wf 

•  8W»  •fracts  of  aurotty 
•,9.  numbnt  n,  piln 

•  Lon  or  iha  brant 

«  Oceaaiamlly,  cvicar 
nvlll  coma  bock 

tor 

•  Yourdtanea^ 
aurviving  conear  It 

tha  aama  nwOh 

Lumpaetomy  phjB 
RHMtlon 

Using  the  mouse,  move  the 
cursor  on  ISie  box  labelled  “Side 
Effects”  underside  Effects  of 
Choice  beside  Mastectomy  and 
click  once. 

■-•OrtfememcttoM 

•  rt^iUon  b'iitiriinte 

tfc  Eficas 

Rs-fir/fs  for  Sr 

Ihfp  .  «oifwrbrtiim«nti,  tu^  •• 

hoTmonillh*m»yorch»ii»' 
(hnpV,  may  b*  rwctBswy 

TtmDtdalonBemrit 

•  T»prsvMa  hifbnuatten  tfid 
to  iMlp  you  Mk  quatSena 

Satamary 

Operations  Manual 


DECIDE -S 


32 


step  18a:  R^v^ew1he 
information  piMtained  in  the 
pane!  underlumpet^oray  plus 
Radiation  apdSi^  Effects  of 
Choice  with^  patient. 


Click  anywhere  on  the  open  side 
effects  of  fcjmpectomy  panel  or 
on  the  arrow  to  inove  to  ^e 
second  section  describing 
radiation  treatment. 


I  V,)  > 


Chu  fit  iCi- 


'^'1 

MB- 

LUMPECTOMY  plus  RADIATiOK  * 

I'Sr'; 

Suie  Bffaclii  \ 

)  LUMPECTOMY 


OFTEN 

•  Numbness  and  discomfort  under  the  arm 
^ere  the  nerves  were  cut. 

•  ^in  or  discomfort  of  the  breast 

SOUE-aMES 

•  Stiffness  Of  the  Shoulder. 


RARELY 
•  Infwtlon. 

•SwetHng  of  the  arm. 


Step  18b:  Move  to  the  second 
part  of  the  panel  describing 
radiation  therapy  in  the  panel 
under  Lumper^omypius 
Radiation  at^  Description  of 
Choice.  Review  the  information 
with  the  patient. 


g§ss 


^•’4s:pi;tcb»Y 


'  M  Ct>o»6*,  . 


■■  of  CJiOh  c 

tor 


tUMPECTOMY  plus  RADIATIOM 

SMe  mh;cts 


RMDiATtON 


OFTEN 

•  Redness  of  the  skill  Hke  a  sunburn. 

SOMEnUES 

•  Increased  tiredness. 

•  Tanning  of  the  skin. 

•  Slight  Increase  In  firmness  of  the  breast. 

RARELY 

•  Blood  vessels  may  become  visible  on  small  areas  of  the  skin. 

•  Other  side  effects  occur  very  rarely  (e.g.  pneumonitis  - 
a  temporary  cough  and  shortness  of  breath). 


Step  19:  Opon  the  irrformation 
contained  irv tie  panel  under 
Lumpectomy  plus  Radiation 
and  Results  df  Choic®  for  tie 
Breast. 


Using  themouse,  move  the 
cursor  on  tie  box  labelled 
“Results  for  Breast”  under 
Results  of  Choice  for  Breast 
beside  Lumpectomy  plus 
Radiation  and  dick  once 


i^r*5  of  C^hPlc"*: 

fOr  SltfYtVV 

•  EntirotrOMt 
ta  ramovad 

•  Radlidontonot 

«  Sida  alf¥«ti  or  aurgary 
•.g.nuR*naaa,piln 

•  L«a«  oTIho  broaat 

•  OccaatanalV.  cancar 
wIBeonMbaek 

•  Yeurchanet  or 
aurvMng  cancar  la 

Iha  tvntBBwItli 
Lumpactemydlus 
RidMfon 

•  Only  thocancoreua 
kJ  mp  lo  r*nw  vod 

»  dido  atraclB  of  aurgaty 
•.9.  nunbnaaa.paln 

^  Rc-SUrTs  for  e.''-3<TSt 

Rosfjte  forSur^'iVs! 

Rartwtfdri  - 

•  StedwMfcsor 
ndWJon  Utaliiwrit^ . 

oTIhoaMn 

rmroaberten- 

.  •  otlwilruhnwn^  lue**  m 

v-V.v'ii.ilji-  li«niwnBl  or  chomo' 

4?!;^  *t»*r»py.  nwy  ^  noeototry 


ID*  OocMen  Boot* 

«  To  prevM*  infonmMen  and 
to  (wip  you  nk  quoittons 
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step  20:  Rewew  the 
information  contained  in  the 
panel  underi.ifflnpeclomy  plus 
Radiation  and  R^ults  of 
Choice  for  the  Breast  with  the 
patient. 


Click  on  tt»  box  labelled  ‘‘Image” 
to  show  a  drawing  of  what  the 
breast  may  look  like  following  a 
lumpectomy. 


Sf '-'JK  Cl  ‘•*'•0 


•ts. 


tU»ECTOrv"iY  plus.  RADIATION 
Resw-fts  fa/  B/erist 


1  LUMPECTOMY  plus  RADIATION 


tl  > 


>  You  are  left  with  2  healedecars;  one 
on  the  breast  and  one  underthe  arm. 

•  There  may  be  some  Indentatlori  ww  j 
where  the  lump  was 
thickening  of  the ' 

•  Some  wonjpnulSy  be  upsrt  by  the 
i  of  the  breast,  but  most 

rout  of  10  women)  are  comfortable 
with  the  way  their  breast  looks. 

«  Cancer  may  come  back  In  theOreast 
About  5  to  1 0  out  of  1 00  women  will 
experience  this  In  the  next  10  years. 

r  Cancer  that  comes  back  In  the  breast 
Is  usually  removed  by  hjrther  surgery  (lumpectomy  or  mastectomy). 
Radiation  cannot  be  given  again  to  the  same  breast. 


L^'  I 

otCh3i*.o 


s.'  Srocier 


r-  .  '  I  .  ■ 


Step  21 :  Op^n  die  mformation 
contained  inibe  panel  under 
Lumpectomy  plus  Radiation 
and  Results  ^Choice  for  the 
Breast. 


Using  the  jnouse,  move  the 
cursor  on  the  box  labelled 
“Results  forBurvivdr  under 
Results  ofCholce  for  Survival 
beside  Lunripectomy  plus 
Radiation  and  dick  once. 


Step  22:  Read  the  information 
contained  indie  panel  under 
Lumpectomy  plus  Radiation 
and  Results  bf  Choice  for 
Survival  with  the  patient. 


•  Endrtbftait 
(•romovtd 

UMMtV  AMOMWy 


*  Bid*  airttcti  or  iurg*iV 

•4.  numbnoii,  ptin 


•  LMpermobroMt 

-•  Oeeaitonrty,«anc«r 
omm  bAdc 


•  Yeurchancoer 

■urvivino  cancorla 
tho  «ont«  M  with 
Lumpoctomy  plm 
JtedMlMi 


Summ.y 


U.  ■ 

«  • 

LUPilPECTOriSY  plus  P.mu  ■ 

T  t 

« 

_ i 

for  ittjrvtvni 

jA  _ 

Your  chance  of 
surviving  cancer 
Is  the 
SAME 
as  with 
Mastectomy. 


Ths  OoctefanBoMt 

•  To  pinevW*  hifaniiidlcn  and 
to  hoip  you  aak  quoatlona 


intnouaton: 

«  Othor  Iff  linwnla,  such  aa 
homrornt  ihtnpy  or  ehtino* 
Ihorapy,  m^homcotoary 


Emphasize  that  neither 
procedurais  better  foan  the  other 
in^erms  of  surviving  breast 
ranner 
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JlHrorfUJSilGi? 


SUf«i!ARy 
i1  an} 


•  We  have  discussed  your  choices  fonuiciel^Twhat  the  options 
entail,  the  side  effects  and  the,p083l6le  outcomes. 

•  Please  review  thlsJaUw^iome  version  carefuHy  to  make  sure 
that  you  unjlBrsiand  what  is  available. 

nber,  the  chances  of  survival  are  the  same  for  both  choices. 

^1n  deciding  between  the  two  options,  think  aboutthe  issues 
which  win  affect  your  day-to-day  life. 


Step  24:  Review  the 
information  gonteiined  in  the 
Summary  Panel  with  the 
patient. 


Review  holh  of  the  two  pages  of 
this  panel  wi#i  the  patient  by 
either  clicKinganyw4iere  inside 
the  Introdi^onpanel  or  by 
clicking  on  #ie  eirow  in  the  iqDper 
right  of  the  panel  to  move  to  the 
next  page. 
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Take-home  version  of  the  Computerized  Decision  Board 


Take-home  version  of  the 
Computerized  Decision  Board 

♦  The  take-home  version  of  the  decision  board  is  an 
exact  replica  of  the  decision  board  the  patient  was 
administered. 

♦  It  is  very  important  that  the  patient  receives  the  correct 
take-home  version  of  the  Decision  Board,  othenvise 
they  may  be  very  confused  if  the  information  they  were 
told  by  the  doctor  does  not  match  the  information  they 
were  given  to  read. 

Who  receives  the  Take-home 
version  of  the  Computerized 
Decision  Board 

♦  All  consenting  patients  who  are  randomized  to  the 
Computerized  Decision  Board  Arm  of  the  Trial  will 
receive  a  take-home  version  matching  the  information 
they  were  presented  regarding  their  treatment  choice. 

Appropriate  Take-home  version 
of  the  Computerized  Decision 
Board 

♦  There  are  two  take-home  versions  of  the  computerized 
decision  board.  One  version  is  for  patients  who  will  be 
having  an  axillary  node  dissection  and  the  other  for 
patients  who  will  not  be  having  an  axillary  node 
dissection. 
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Appendix  D 

Operations  Manual  for  the  Computerized  Decision  Board 

(DECIDE -C) 


49  pages 


Development  and  Evaluation  of  Computer-based  Versions  of  the 
Decision  Board  for  Early  Breast  Cancer 

Chemotherapy  Version 


DECIDE  -  C 
Operations  Manual 

October  2001 
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Tim  Whelan 
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The  Study 


study  Objectives 


Primary  Objective 


Technical  Objectives 


♦  To  enhance  information  transfer  and  decision  making  for 
women  with  node  negative  breast  cancer. 


1 .  To  develop  a  computer-based  version  of  the  Decision  Board 
for  the  choice  between  no  chemotherapy  and  adjuvant 
chemotherapy  (Cyclophosphamide,  Methotrexate  and 
Flourouracil  (CMF)  or  Adriamycin  and  Cyclophosphamide 
(AC))  in  women  with  node  negative  breast  cancer. 

2.  To  compare  the  relative  effectiveness  of  the  Computer-based 
version  with  the  Standard  Decision  Board  for  women  with 
node  negative  breast  cancer. 
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The  Study  (con’t) 


Main  Study  Design 


DECIDE  -  C 


This  study  involves  two  separate  clinical  trials  running  in 
parallel  and  involving  two  different  patient  populations. 
Both  of  these  trials  involve  the  comparison  of  a  Standard 
Decision  Board  and  a  Computerized  Version  of  the 
Decision  Board. 

One  of  these  trials  (DECIDE  -  C)  is  the  focus  of  this 
manual,  and  involves  women  with  early  stage,  node 
negative  breast  cancer  (stage  I  or  II)  who  have  received 
definitive  surgical  treatment  and  are  eligible  to  receive 
adjuvant  chemotherapy. 

The  other  trial  (DECIDE  -  S)  involves  the  decision  of 
lumpectomy  plus  radiation  versus  mastectomy  in  women 
with  newly  diagnosed  carcinoma  of  the  breast  with  clinical 
stage  I  or  II  disease  who  have  not  yet  received  definitive 
surgical  treatment.  (There  is  a  separate  Operations 
Manual  for  this  study). 


The  DECIDE  -  C  Trial  is  a  multicentre  randomized  trial  of 
100  patients  with  clinical  stage  I  or  II  node  negative 
disease  with  tumour  size  <  5  cm.  There  will  be  a  1  ;1 
randomization  to  the  Standard  Decision  Board  Arm  or  the 
Computerized  Decision  Board  Arm  after  the  patient  has 
provided  written  informed  consent  (see  Randomization 
Section).  The  allocated  Decision  Board  will  be  presented 
to  the  patient  and  a  take-home  version  of  the  allocated 
Decision  Board  will  be  given  to  the  patient.  The  patient  will 
be  asked  to  complete  questionnaires  either  at  their  one- 
week  follow-up  appointment  with  their  Medical  Oncologist, 
at  their  first  chemotherapy  appointment  or  by  mail  or 
telephone  (for  those  who  choose  not  to  receive 
chemotherapy). 

The  physician  or  nurse  presenting  the  Decision  Board  will 
also  complete  a  questionnaire. 
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The  Study  (con’t) 


Shared  Decision  Making 


In  medical  practice,  a  decision  can  be  arrived  at  by  several 
different  methods  or  models:  the  passive,  the  shared  or  the 
informed.  The  passive  model  explicitly  assumes  a  passive  role  for 
the  patient  in  the  treatment  decision-making  process.  The 
physician  controls  the  encounter  offering  the  patient  selected 
information  and  encouraging  the  patient  to  consent  to  what  the 
physician  considers  best.  The  role  of  the  physician  in  this  model 
is  the  guardian  of  the  patient’s  best  interest.  At  the  other  extreme 
is  the  informed  model  whereby  the  patient  is  supplied  with 
sufficient  information  and  is  able  to  make  the  decision  completely 
on  her  own.  In  this  model,  medical  decision-making  authority  is 
vested  clearly  in  the  patient,  while  the  physician’s  role  is 
relegated  to  transmitting  medical  information  and  using  his/her 
technical  skills  as  the  patient  directs. 


Between  these  two  extremes  is  the  model  of  shared  decision 
making.  This  approach  is  unfortunately  poorly  defined  in  the 
literature  and  is  essentially  an  intermediate  model  between  the 
two  above.  We  would  suggest  that  it  involve  sharing  of 
information  between  physician  and  patient  and  sharing  in  the 
decision-making  process  and  the  decision.  As  a  prerequisite,  it 
requires:  at  least  two  participants  who  are  willing  to  participate  in 
the  process  (this  would  often  be  the  physician  and  the  patient,  but 
could  include  the  nurse,  other  doctors,  family  members  or 
friends),  information  sharing  and  active  participation  in  the 
decision-making  process.  For  the  patient,  this  would  involve 
listening  to  and  understanding  information  presented,  describing 
personal  values  in  relation  to  the  outcomes,  and  trying  to  weigh 
the  benefits  and  risks  to  formulate  a  treatment  preference.  For  the 
physician,  it  would  involve  clearly  presenting  patients  with  the 
necessary  information,  elucidating  patient’s  values  regarding  the 
various  outcomes,  and  helping  them  with  the  balancing  of  the 
benefits  and  the  risks  to  make  a  treatment  decision. 

Shared  decision  making  is  not  the  answer  for  everyone. 
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Organizational  Structure 


Steering  Committee 
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Administration  of  the  Standard  Decision  Board 


Alleviate  patient  •  In  many  cases  the  patient  was  informed  by  her 

concerns  about  being  surgeon  that  chemotherapy  would  not  be  required  for 

presented  with  her  type  of  cancer.  Alleviate  the  patient’s  concerns 

chemotherapy  options  before  embarking  of  the  presentation  of  the  Decision 

Board. 


Step  2.  Introduction  card  •  Show  the  patient  the  card  entitled  “Introduction” 

•  Read  the  card  with  the  patient 


Step  3.  Decision  Board  card  •  Show  the  patient  the  card  entitled  “Decision  Board” 

•  Read  the  card  with  the  patient 

•  Emphasize  that  there  is  no  right  or  wrong  choice 


Pull  Slider  Tab  1  to  the  right 

Read  the  information  behind  the  first  window  of  the  first 
row  beside  No  Chemo  and  underneath  Treatment 
Choices 

Discuss  the  information  with  the  patient 
Ask  if  the  patient  has  any  questions 


•  Pull  Slider  Tab  1  to  the  right  again 

•  Read  the  information  behind  the  second  window 
beside  No  Chemo  under  Side  Effects 

•  Describe  to  the  patient  that  because  no  chemotherapy 
was  given,  there  would  be  no  side  effects  associated 
with  this  treatment.  However,  if  the  patient  is  taking 
tamoxifen  she  may  experience  some  side  effects 
associated  with  that  treatment. 

•  Ask  if  the  patient  has  any  questions 


Step  5.  Open  the  second 
window,  first  row 

Side-effects  -  No  Chemo 


Step  4.  Open  the  first  window, 
first  row 

I  Treatment  Choices  -  No  Chemo 


Step  1 . 
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Administration  of  Standard  Decision  Board  (con’t) 


Step  6.  Open  circular  window, 
first  row 

Outcome  -  No  Chemo 

•  Pull  Slider  Tab  2  to  the  right 

•  Reveal  the  probability  wheel  on  the  first  row  beside 

No  Chemo  and  underneath  Outcome 

Step  7.  Discuss  Probability 

Wheels  and  what  they 
mean 

•  Describe  the  probability  wheel  in  the  following  way: 

“  The  circle  describes  the  chance  of  remaining  cancer-free 
for  the  next  seven  years.  The  chances  are  based  on  the 
information  we  have  gathered  on  your  type  of  cancer. 

The  pink  area  of  the  circle  corresponds  to  the  chance  of 
being  cancer-free  within  seven  years. 

The  blue  area  of  the  circle  corresponds  to  the  chance  of 
the  cancer  coming  back  within  the  next  seven  years. 

We  have  no  way  of  telling  when  it  might  come  back;  it 
could  be  in  several  months  or  anytime  during  the  next 
seven  years,  or  not  at  all. 

The  larger  the  pink  area  in  the  circle,  the  greater  the 
chance  of  being  cancer-free  for  the  next  seven  years. 

In  the  same  way,  the  larger  the  blue  area,  the  greater  the 
chance  of  the  cancer  coming  back  in  the  next  seven 
years.” 

Step  8.  Cancer  Free  /  Cancer 
Return  Card 

1 

1 

•  Read  the  patient  the  Cancer  Free  /  Cancer  Returns 

Card  with  the  patient. 

•  Review  and  discuss  the  information  with  the  patient. 

•  Ask  if  the  patient  has  any  questions 

Step  9.  Open  First  Window, 
second  row 

Treatment  Choices  - 
Chemotherapy 

•  Pull  Slider  Tab  3  to  the  right. 

•  Read  the  information  behind  the  first  window  of  the 
second  row  beside  Chemotherapy  and  underneath 
Treatment  Choices. 

•  Review  the  information  with  the  patient 

•  Ask  if  the  patient  has  any  questions 
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Administration  of  Standard  Decision  Board  (con’t) 


Step  10.  Open  the  second 

window,  second  row 

Side  effects  -  Chemotherapy 

•  Pull  Slider  Tab  3  to  the  right  again 

•  Read  the  information  behind  the  first  window  of  the 
second  row  beside  Chemotherapy  and  underneath 

Side  Effects 

•  Review  the  information  with  the  patient 

•  Ask  if  the  patient  has  any  questions 

Step  11.  Menopause  Card 

•  If  it  is  relevant  to  discuss  how  chemotherapy  may 
effect  menopause,  please  read  the  Menopause  Card 
with  the  patient. 

•  Ask  if  the  patient  has  any  questions 

Step  12.  Open  the  circular 

window,  second  row 

Outcome  -  Chemotherapy 

•  Pull  Slider  Tab  4  to  the  right 

•  Reveal  the  probability  wheel  on  the  second  row  beside 
Chemotherapy  and  underneath  Outcome 

Step  13.  Discuss  Probability 

Wheels  and  what  they 
mean 

•  Describe  the  probability  wheel  again  if  necessary: 

“  The  circle  describes  the  chance  of  remaining  cancer-free 
for  the  next  seven  years.  The  chances  are  based  on  the 
information  we  have  gathered  on  your  type  of  cancer. 

The  pink  are  of  the  circle  corresponds  to  the  chance  of 
being  cancer-free  within  seven  years. 

The  blue  area  of  the  circle  corresponds  to  the  chance  of 
the  cancer  coming  back  within  the  next  seven  years. 

We  have  no  way  of  telling  when  it  might  come  back;  it 
could  be  in  several  months  or  anytime  during  the  next 
seven  years,  or  not  at  all. 

The  larger  the  pink  area  in  the  circle,  the  greater  the 
chance  of  being  cancer-free  for  the  next  seven  years. 

In  the  same  way,  the  larger  the  blue  area,  the  greater  the 
chance  of  the  cancer  coming  back  in  the  next  seven 
years.” 

•  Show  the  patient  that  the  risk  of  the  cancer  coming 
back  has  now  decreased  by  {indicate  appropriate 
percentage)  with  chemotherapy 

•  Ask  for  if  the  patient  has  any  questions 
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Administration  of  the  Standard  Decision  Board  (con’t) 


Step  14.  Cancer  Free  /  Cancer 
Returns  Card 

•  If  necessary,  hand  the  Cancer  Free  /  Cancer  Returns 
Card  to  the  patient  again 

•  Review  the  information  with  the  patient 

Step  15.  Two  types  of 

Explain  to  the  patient  that  there  are  two  types  of 

chemotherapy  offered 

chemotherapy  offered  to  patients  in  the  same  situation  as 
the  patient  and  these  are  CMF  and  AC. 

Step  16.  Open  the  first  window, 
third  row 

•  Pull  Slider  Tab  5  to  the  right 

•  Read  the  information  behind  the  first  window  of  the 
third  row,  beside  CMF  and  underneath  Treatment 

Treatment  Choices  -  CMF 

Choices 

•  Review  the  information  with  the  patient. 

•  Ask  if  the  patient  has  any  questions 

Step  17.  Open  the  second 
window,  third  row 

Side  Effects  -  CMF 

•  Pull  Slider  Tab  5  to  the  right  again 

•  Read  the  information  behind  the  second  window  of  the 
third  row,  beside  CMF  and  underneath  Side  Effects 

•  Review  the  information  with  the  patient 

•  Ask  if  the  patient  has  any  questions 

Step  18.  Open  the  small 

rectangular  window 

•  Pull  Slider  Tab  6  to  the  right 

between  the  third  and 

•  Read  the  information  behind  the  small  rectangular 

fourth  row 

window  between  the  third  and  fourth  window. 

•  Review  the  fact  that  the  chances  of  remaining  cancer 

Outcomes  -  CMF  and  AC 

free  are  the  same  with  either  type  of  chemotherapy. 

•  Point  to  the  probability  wheel  above  that  relates  to  the 
chemotherapy  option. 

•  The  choice  between  the  two  chemotherapy  treatments 
relates  to  the  duration  of  treatment  and  the  side  effects 
of  each  treatment. 

Administration  of  Standard  Decision  Board  (con’t) 
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Step  19.  Open  the  first  window, 

•  Pull  Slider  Tab  7  to  the  right 

fourth  row 

•  Read  the  information  behind  the  second  window  of  the 
third  row,  beside  AC  and  underneath  Treatment 

Treatment  Choices  -AC 

Choices 

•  Review  the  information  with  the  patient 

•  Ask  if  the  patient  has  any  questions 

Step  20.  Open  second  window, 

•  Pull  Slider  Tab  7  to  the  right  again 

fourth  row 

•  Read  the  information  behind  the  second  window, 
fourth  row,  beside  AC  and  underneath  Side  Effects 

Side-Effects  -  AC 

j 

•  Review  the  information  with  the  patient 

•  Ask  if  the  patient  has  any  questions 

Step  21 .  Point  to  the  small 

rectangular  window 
between  the  third  and 
fourth  row  again 

•  Emphasize  again  that  the  chances  of  remaining  cancer 

free  are  the  same  with  either  type  of  treatment. 

•  Point  again  to  the  probability  wheel  that  relates  to  the 
chemotherapy  option  above. 

Outcomes  -  CMF  and  AC 

Step  22.  Summary 

•  Highlight  that  there  is  no  right  or  wrong  answer 

•  The  patient  is  choosing  between  having  chemotherapy 
and  not  having  chemotherapy 

•  Emphasize  that  if  they  do  choose  chemotherapy,  they 
have  the  choice  of  either  CMF  or  AC  and  remind  the 
patient  of  the  side  effects  and  the  benefits  of  each. 

•  This  choice  is  dependent  upon  the  patient’s  preference 
regarding  the  duration  of  treatment  and  the  side  effects 
of  each  treatment. 

•  Each  type  of  chemotherapy  has  the  same  benefit. 

•  Remember,  their  no  right  or  wrong  choice 

Step  23.  Hand  the  patient  the 

•  After  the  patient  has  been  presented  with  the  Decision 

appropriate  Take-home 

Board,  she  should  be  given  the  Take-home  version  of 

version  of  the  Decision 

the  Decision  Board  that  matches  the  Probability 

Board 

Wheels  presented  as  well  as  any  information  regarding 

tamoxifen  treatment. 
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Take-home  Version  of  the  Standard  Decision  Board 


Take-home  version  of  the 
Standard  Decision  Board 

♦  The  take-home  version  of  the  decision  board  is  an 
exact  replica  of  the  decision  board  the  patient  was 
administered  and  also  includes  the  information 
discussed  in  the  optional  cards  (i.e.,  introduction, 
decision  board,  cancer  free  /  cancer  returns, 
menopause  and  summary). 

♦  It  is  very  important  that  the  patient  receives  the  correct 
take-home  version  of  the  Decision  Board,  otherwise 
they  may  be  very  confused  if  the  information  they  were 
told  by  the  doctor  does  not  match  the  information  they 
were  given  to  read. 

Who  receives  the  Take-home 
version  of  the  Standard 

Decision  Board? 

♦  All  consenting  patients  who  are  randomized  to  the 
Standard  Decision  Board  Arm  of  the  T rial  will  receive  a 
take-home  version  matching  the  information  they  were 
presented  regarding  their  treatment  choice. 

Appropriate  Take-home  version 
of  the  Standard  Decision  board 

: 

♦  There  are  four  different  probability  sliders  that  can  be 
presented  to  patients  based  on  their  disease 
characteristics,  however,  there  are  five  different  take- 
home  versions  of  the  Decision  Board.  The  reason  for 
the  discrepancy  is  that  some  patients  who  are  ER 
negative  have  the  same  outcome  probabilities  as  those 
who  are  ER  positive.  However,  patients  who  are  ER 
positive  are  presented  information  about  tamoxifen 
while  patients  who  are  ER  negative  are  not.  Therefore, 
although  the  outcome  probabilities  presented  are  the 
same,  the  other  information  varies  and  requires  a 
separate  take-home  version.  The  take-home  versions 
of  the  Standard  Decision  Board  are  colour  coded  so 
that  they  can  easily  be  distinguished  from  each  other. 
The  colour  on  the  front  of  the  Take-home  pamphlet 
matches  the  colour  indicated  below  and  the  colour 
indicated  on  the  back  of  the  probability  slider.  The 
version  number  on  the  bottom  right-hand  corner  of  the 
pamphlet  also  matches  the  Probability  Slider  Number 
presented. 
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Matching  the  Take-home  version  with  the  administered  Probabiiity  Slider 


(Patients  with  thefoffowing  combination  of  characteristics  are  not  found  on  this  table  a  they 
generally  afe  not  offered  chemotherapy:  (ER+,  <  1cm,  any  grade)  OR  (ER+,  1-  <  2  cm,  grade  1  or 
2). 


Status 

Disease 

Chatacteristics 

Outcome  Probabilities 

Wheel 

Stider 

Number 

Take- 

home 

version 

colour 

Tumour 

Size 

Tumour 

Grade 

No  Cbemo 

Chemotherapy 

ER- 

1  -  <  2  cm 

Gli  and  Gill 

65%  Cancer  Free 

35%  Cancer  Returns 

75%  Cancer  Free 

25%  Cancer  Returns 

1 

Blue 

>2  era 

Gl  and  Gll 

ER- 

>2cm 

50%  Cancer  Free 

5Q%Canoer  Returns 

65%  Cancer  Free 

35%  CaneerRetums 

2 

TTtm 

ER  + 

1  -  <  3  era 

Gll 

85%  Cancer  Free 

1 5%  Cancer  Returns 

90  %  Cancer  Free 

10%  Cancer  Returns 

3 

Green 

2-<  3cm 

Gl 

ER  + 

1 -<  2cm 

Gill 

75%  Cancer  Free 

25%  Cancer  Returns 

85%  Cancer  Free 

15%  CaneerRetums 

4 

Yellow 

>  3  cm 

Gl  and  Gll 

ER  + 

^2  cm 

Gill 

65%  Cancer  Free 

35%  Cancer  Returns 

75%  Cancer  Free 

25%  Cancer  Returns 

5 

Purple 
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Administration  of  the  Computerized  Decision  Board 


Before  administering  the  Computerized  Decision  Board 


Turn  on  the  Laptop  Computer 
prior  to  seeing  the  patient  as  it 
takes  a  while  for  the  computer 
to  warm  up. 


♦  The  laptop  computer  takes  a  while  to  warm  up,  therefore, 
it  is  a  good  idea  to  have  it  turned  on  and  the  Decision 
Board  Program  loaded  and  already  at  the  first  screen 
before  the  patient  is  seen. 


Prepare  the  appropriate  Take- 
home  version  of  the 
Computerized  Decision  Board 


♦  There  are  five  different  take-home  versions  of  the 
Computerized  Decision  Board  based  on  the  patient’s 
disease  characteristics.  The  take-home  version  of  the 
Decision  Board  that  matches  the  Probability  Wheels  that 
will  be  presented  to  the  patient  should  be  out  and  ready  to 
hand  to  the  patient  after  the  presentation  of  the  Decision 
Board  (see  Take  Home  Version  of  the  Computerized 
Decision  Board  section  of  this  manual). 
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Administration  of  the  Computerized  Decision  Board 

The  computer  decision  board  is  quite  user  friendly  once  you  get  the  hang  of  moving  around  in  it. 
The  programming  allows  flexibility  to  move  anywhere  you  want  to  go  with  one  click  of  the  mouse. 


Open  the  Computerized 
Node  Negative  Decision 
Board  by  double  clicking  on 
the  icon  that  Jooks  Jike  a 
torch  and  is  called 
“NodeNegOB”. 


Step  1 : 


On  the  opening  screen 
use  the  mouse  to  click  on 
the  patient  specific 
disease  characteristics 
including;  ER  status, 
tumour  size  and  tumour 
grade. 


The  Decision  Board  for  Chemotherapy 
for  Node-Negative  Breast  Cancer 

No  Chemotherapy  vs  CMF  vs  AC 

An  aid  for  patients  and  their  oncologists  to  help  with 
decisions  about  chemotherapy  for  breast  cancer 

Paii0t^p»crfic  Inibtmmtion 

■  ■  '1)ER..  fc  heQ^9~F'posiBve"l 


2)  Size; 

c  <1  cm 

r  M  ,9  cm  r  2-3,9  cm  r*  3+  cm 

$)  Grade: 

r  1 

c  li  r  ill 

'  ’Fig.PSaHtfaf9Coiporabon 


(C)Copyflght189&-200l  by  R.Sebatdt.TWhel^. A.Qafni 
FVoducsd  sKdusively  for  the  Hamitco  Regional  Canber  Centre 

VmtkmZSn^eihH 


Cinfbrmo  Oafs 


DECIDE -C 


Operations  Manual 


32 


Administralfon  of  the  Computerized  Decision  Board  (con^) 


Palicnl  Specific  Deiaiis 


Risk  Gfoup  « Vetji  High.  Piobabiues  lemaning  cancer  free  for  ? .fears  ate 
With  chemo9«r«nf  {w9>  tamowfenj'  75^ 

Ko  chenTOtheraw  {w<hf8iwi«f«ny-65^  - 

Withchemolher4(rv(nDtaiiM)iJen}^6S% 

No  chematherap)!  {m  iamoMfen}'.  50%  ■  ''' 


Step  2a: 

♦  For  ER  positive  patients, 
noticatoat  a  large  dark  grey 
arrow  appears  guiding  you 
to  two^tions; 

♦  Chemotherapy  with 
tamoxifen,  and 

♦  Chemotherapy  without 
tamoxifen 

♦  Click  on  the  appropriate 
box,  depending  upon  the 
patient’s  choice  regarding 
taking  tamoxifen. 


The  Decision  Board  for  Chemotherapy 
for  Node-Negative  Breast  Cancer 

No  Chemottierapy  vs  CMF  vs  AC 

for  patients  and  their  oncologists  to  help  with 
dMfsiqns  about  chemotherapy  for  br^st  cancer 


i  llER 

f"  negatve 

posKm 

;  2)  Size: 

f'  «1  on 

r*  l-1.9an  »  2-2.9 cm  c  3+ an 

;  3)6raEfe 

P  1 

r'  II  9  ill 

F/gP  Soltaare  Ccipontion 


(C)Co(i>ltghtl^?»S)01  ty  R.SetJaldt,T.WIielaa/lGatni 
Produced  WBIw/eV  fonpe  Hendton  Regonsl  cancer  Cerdre 


ChunoVwiqiy 

CMbn* 

(mMilmadlM) 

Ctwmottnrvy 

Opam 

(notanoqhrO 


CWrtxms  Data  Systems 


To  ensure  you  are  presenting 
recurrence  r^es  you  feel  are 
appropriate  for  the  patient,  you 
can  check  by  clicking  with  the 
mouse  on  the  “details”  icon  after 
you  have  gutted  the  patient 
specific  diisease<haracteristics. 
A  “Patient'Specific  Details”  box 
will  pop  up  and  ttie  recurrence 
rates  that  vwUbe  shovwi  in  the 
outcome  “pies”. 


Step  2b: 

♦  For  ER  negative  patients, 
this  screen  will  appear. 

You  w^l  notice  that  you  are 
guided  to  only  one  box 
entitled  “Chemotherapy 
Options”  because 
Tamoxifen  is  not  a 
treatment  option  for 
patients  with  ER  negative 
disease. 


The  Decision  Board  for  Chemotherapy 
for  Node-Negative  Breast  Cancer 

No  Chemotherapy  vs  CMF  vs  AC 

An  aid  for  patients  and  their  oncologists  to  help  with 
decisions  about  chemotherapy  for  breast  cancer 

Pafi9nf-SpeGfGc  fnhrmation 


1)ER;  «■  negathfe  r  positwe 


2)Size:  <1  an  P  |-15an  9  2-2.9cm  r*  3+cm 


CtwftraiNrapy 

Opbom 


3)Grate:  II 


I  H  Omb  I  i 

(C)  Copyright  1998-2001  by  R.SebaldtT.Whelan.A.Gafri 
Produced  exdusiyely  tor  Hamilton  Regional  Cancer  Cente 

FigPSdtwsreCaporetion  verwaoi-Sw-i?  CUnforma  Data  Systems 
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5?^  , X  ."'•  '^V.”|*V«  *s  ■ 


»««• 

’nas^H 


Dttscriptiort  ofChoice  Side  Effects  of  Choice  Outcomes  for  Choice 


No  Cheino 


I  iJo.S'!  lit  ‘-nri«-;hei-KiV  loi  N<.il?  Utej: 


iNTftODUCTiOM 


No  Chemo 


Chemo 


Administredion  of  the  Computerized  Decision  Board  (con’t) 


•  Recently,  you  had  surgery  for  cancer  of  the  breast  The  surgeon 

removed  either  the  cancerous  lump  (called  a  lumpectomy] 
or  the  breast  with  the  cancer  (called  a  inastectomy)  and 
some  of  the  lymph  nodes  or  glands  under  your  arm. 

No  cancer  has  spread  to  these  nodes. 

•  Even  though  the  cancer  was  removed,  we  know  from  other 

patients  like  you  that  there  Is  a  chance  the  cancer  will 
come  back.  It  may  come  back  In  the  breast  or  on  the  chest 
wall  where  the  surgery  was  performed  (local  recurrence) 
or  It  may  come  back  In  other  parts  of  the  body,  such  as 
the  bone,  lung  or  liver  (distant  recurrence). 

•  Cancer  that  comes  back  In  the  breast  or  on  the 

chest  wall  can  be  treated  with  ftirdier  surgery. 

Breast  cancer  that  comes  back  In  other  parts  of 
the  body  can  be  boated  but  usually  cannot  be  cured. 


Sfep4: 

♦  Read  ilie  Decision  Board 
Descryalion  wifri  the 
patient 

♦  You  \A^  fKJtice  ^at  the 
Decision  Board  panels  (2 
pages!  automatically  scroll 
throu^aferthe 
Introduction. 


To  exit  the  Introduction  and 
Decision  Board  panels  simply 
click,  the  red  X  in  the  top  right 
of  the  screen. 


•  To  present  the  information  in  a  more  detajjad^ay, 
we  will  use  a  computer-based  De^tattin  Board. 

>  Using  this  board,  we  willDns^ntbie  following: 
a  description  ofypwrwatment  choices, 
the  side  ef^ptsbf  each  choice,  and 
the  ouJpMhe  (chance  of  recurrence)  for  each  choice. 

ask  quesbons  if  anything  becomes  unclear  to  you. 


Step  5: 


♦  Open  the  “No  Chemo” 
Treatment  description. 


Step  3: 

♦  Read  tfre  introduction 
with  the  patient. 


Note  that  toe  introduction 
panel  autpmatiG^y  pops  up 
once  the  appropriate  option 
is  chosentoom  the  opening 
screen. 
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Administration  of  1fie  Computerized  Decision  Board  (con^) 


Step  6: 

♦  Reacts  description  for  “No 
ChenFrcaherapy  te  the  patient. 

Ask  if  the  patient  has  any 
questions^ 


To  exit  any  panels  opened  from 
the  main  decision  board  screen, 
simpiy  click  anywhere  vvithin  the 
screen  or  dick  tte  red  X. 


Step  7: 

♦  Open  the  “No  Chemo”  side 
effects  window. 


NoChe;no  ' 


J  What  happens  if  I  decide  not  to  have  chemotheragy?'^ 

•  Follow-up  at  the  Cancer  Centre  on  a regtitSfbasis 

•  Physical  examination 

•  Blood  work  (at  some  vlsitsy 

•  Yearly  mammogram,^''^^ 

-  •  Other  tests,  ifjlaetSr  feels  they  are  necessary 


I  . .  lii-  .t.y  I...  W.hI.-  ».i  1.  .1..  ,•!  r../  1  ll.--*-.*  V  .  1  Ml  /,<  r  1,1  |..  ill-  »•  ,ii»-ilii  llll'l  I- K  | 

...  Iiiv  n,.,  .■  S  ■  M  .I„,|.-  in  it; 

^^3 

I'*:  ■; 

1 

m. 

IT-  lo:  i.heniv'heiacv  lv>  N<-l"  li;av>v<- 


Step  8: 

♦  Describe  to  tee  patient  that 
because  no  chemotherapy 
would  be  given,  she  would 
experience  no  side  effects 
related  to  chemotherapy. 


^  ‘  Descrrplron  of  Choice  Sida  Effects  of  Choido 

M  Y.  ■  : 

;  »  ■*  w  _  ^  ^  1 

j,  MoOhemo  ^ 


*  No  chemotherapy  side  effects 


Outcomes  for  Choice 

1Xl 

.rrr  v 


♦  However,  if  tee  patient  is 
taking  Tamoxifen,  there 
may  be  some  side  effects 
associated  with  teat 
treatment 
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*>!..  i  'M  r^jUor.i  ;MtCiHC 


DsScHptibn  of  Choice 


Siide  Effects  of  Choice 


No  Chemo 


♦  Open  JBie  “Outcome” 
windoytf  foe  “No  Chemo' 


Chemo 


i.  r  Qerwfa! 


Description  of  Choice  I  Side  Effects  of  Choice  ]  Outcomes  for  Choice 


♦  Discussprobability 
wheelis^dvi^iat  they 
mean. 


No  Chemo 


wnai  are  tne  cnancas  of  eacn  ouicome  wiin  nO  cnemoinerapy? 


Chemo 


•5  out  of  every  MO 


♦  Open  the  “Cancer  Free” 
descripfion  hy  clicking  on 
the  “  i  “icon  across  from 
the  pihk  portioo  of  the  pie 


35outof  every  100  women 


Description  of  Choice 


Read  #te  information 
contained  in  the  “Cancer 
Free”  panelwittithe 
patient 


No  Chemo 


•  Afl  tests  and  examinations  in  the  coming  7  years  sjjpwlfM  you  are 

rrecef-cancer..,,,.,..,,,,  . 

•  You  continue  to  be  fbllowed  on  arscKdflrbasis. 

•  Even  though  all  the  examiAatlSns  show  you  are  cancer  free,  from 

time  to  time.  yojjjtMyworry  about  the  cancer  coming  bacK. 


Chemo 


Ask  if  the  patient  has  any 
questions. 


To  close  the  ‘Oanror  Free” 
panel  simply  click  on  the  lower 
red  X  across  from  the  blue 
“GANGER  FREE”  title. 


General 

Info 
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Administraiion  <5f  the  Computerized  Decision  Board  (con’t) 


Once  the  "Can<»r  free  panel 
Is  closed,  5©u  will 
automatically  oome  back  to 
the  “No  Ch^notherapy 
Outcomes”  screen. 


Step  13: 

♦  Open  tie  “Cancer 
Returns”  description  by 
clicking  on  the  “  I  “  icon 
across  from  the  blue 
portion^<rf  tie  pie. 


t'oiM'j  <.f>cBv<i*ricrjcv  lot  Nooc 


Step  14: 

Read  the  Information 
contained  in  the  “Cancer 
Returns”  panel  with  the 
patient. 

Ask  if  the  patient  has  any 
questions. 


To  close  the  “Cancer  Returns” 
panel  simply  dick  on  the  lower 
red  X  across  from  the  blue 
“CAt^CERfREE”  title. 


Description  of  Choice 


Side  Effects  of  Choice  i  Outcomes  for  Chf»ce 


»•  y  ^  •*  ' 


.1  I 

noChwno 


i  I  tANHe^HBTQItNS 


•  Breast  cancer  may  come  back  in  the  next  7 

•  Breast  cancer  can  come  back  in  thesame'^r^^t  or 

on  the  chest  wall  (local  recuiienCer 

•  When  cancer  returnsjiMng'^ast  or  on  the  chest  wall,  it  is  often 

seen  as  a  smalHUmp.  The  lump  is  painless  but  may  cause 
worre^iMtll^et  It  is  usually  removed  by  a  surgeon. 

•JteCIifrence  of  cancer  in  the  breast  or  chest  wall  Is  rare  and  can 
often  be  successfully  treated. 

•  Breast  cancer  can  come  back  In  other  parts  of  the  body,  such  as 

the  bone,  liver  or  lung  (dietant  recurrence). 

•  Many  women  whose  cancer  comes  back  in  Other  parts  of  the  body 

receive  further  treatment  chemotherapy,  hormonal  therapies, 
radiation  therapy  andfor  pain  medication. 

•  Unfortunately,  a  patient  whose  breast  cancer  comes  back  In  other 

parts  of  the  body  can  be  treated  but  usually  cannot  be  cured. 


>1  hMf  Nrq  w.'  I 


Exit  out  of  the  “No 
Chemotherapy  Outcomes” 
screen  by  dicktng  anywhere 
within  the  screen  or  dicking  the 
red  X. 


^  I 

««««  Description  of  Choice  Side  Effects  of  Choice  [  '  Outcomes  for  Choice  . 


NoChemo  '''Sfegj 


What  are  the  chances  of  each  outcome  with  NO  chemotherapy? 


es  out  of  every  100  women  Wn 


35  out  of  every  100  women 
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Administration  of  the  Computerized  Decision  Board  (con’t) 


Sidi  EftBCts  of  Choice 


Description  of  Choice 


OutCoiries  for  Choice 


Outcomes  for  Choice 


Cherito 


What  is  chemotherapy? 

•  A  treatment  program  of  drugs  that  fight  cancer 
How  is  chemotherapy  given? 

•  Combination  of  2  or  3  drugs  given  together,  as  either 

•  lifjectlons  (at  the  Cancer  Centre)  and  pills  (at  home),  or 

•  injections  only  (at  the  Cancer  Centre) 

•  Drugs  are  given  In  "treatment  cycles" 

•  Each  "treatment  cycle"  lasts  3^  weeKs 

•  During  each  "treatment  cycle"  there  are  2-3  weeks  when 
no  chemotherapy  is  given 

•  Each  "treatment  cycle"  is  repeated  4-6  times 

•  It  takes  3-6  months  to  finish  all  the  treatment  cycles 
What  happens  after  finishing  chemotherapy? 

•  Follow-up  at  the  Cancer  Centre  on  a  regular  basis 

•  Physical  examination 

•  Blood  work  (at  some  visits) 

•  Yearly  mammogram 

•  Other  tests,  if  necessary 


General 

trifo 


Step  16: 

♦  Read  the  description  for 
“Chemotherapy”  to  the 
patient 


Ask  if  the  patient  has  any 
questions. 


Step  15: 


♦  Open  the  Chemotherapy 
Treatment  Description 
window. 


Notice  th^  the  outcome  pie  i  - 

remains  oirthe  main  decision  _ f'^vMoChemd 

board  once  it  tras  teen 
opened. 
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rll 


O»scnption  ofChotcd 


Outcomes  for  Choice 


No  Chemo 


Chettio 


Geneird! 


Side  Effects  of  Choice 


Outcomes  for  Choice 


'  N»  eheinctewipy  tM*  cfncts 


.« Ir^MOertt  eriJnit&r.: 


S  ,  e-ff  -  ; 


CMF 


''  Descnption  of  Choice 


•tW8uHrf6new«^«i^e 
No  Chemo  Cme^rCentn 


Administrs^on  of  the  Computerized  Decision  Board  (con’t) 


•  Side  effects  can  occur  with  any  type  of  chemotherapy: 

•  Common 

•  Loss  of  energy  and  tiredness 

•  Loss  of  hair  or  thinning  of  hair  over  the  entire  body 

•  Stomach  upset  (nausea)  and  vomiting 

•  Mouth  sores  (tenderness) 

•  Weight  gain 

•  Sad  or  unhappy  moods 

•  Uncommon 

•  Early  menopause 

•  Diarrhea  or  constipation 

•  Low  blood  counts 

•  Infection  which  may  require  hospitalization 

•  Blood  clots 

«  l^rynrw 

•  Leukemia 

•  Heart  damage 


General 

Info 


Step  18; 

♦  Read  and  describe  the 
side  effects  that  the 
patient  couid  ejqaerience 
with  chemotherapy. 

Ask  if  the  patient  has  any 
questions. 


^  xcasgie  Description  of  Choice  j  Side  Effects  of  Choice  I  Outcomes  for  Choice 


Step  19: 

♦  Open  the  outcome 
window  for 

chemc^ter^  treatment. 


Step  17: 

♦  Opert  tha  “Side  Effects  of 
Chemotherapy"  window. 
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step  20: 

♦  Ensure  teat  flie  patient 
under^ands  frie 
probafcBity  and 
what  they  mean. 


If  required  op^  toe  “Cancer 
Free”  and  “Cancer  Returns 
descriptions  by  diddng  on 
the  “  i  “  icons  across  toe 
outcome  pie  and  review  the 
information  wito  toa  patient. 


Description  of  Choice 


NoChemo  ^ 


Side  Effects  of  Choice  s  Outcomes  for  Choice 

I _ 


m 

'Jsj'W 

'"TS 

-»r«: 

What  are  the  chances  of  each  outcome  WITH  chemotherap/? 


Administrstoon  Of  the  Computerized  Decision  Board  (con’t) 


Description  of  Choice 


Side  Effects  of  Choice 


Outcomes  for  Choice 


No  Chemo  - 


Generic 
;  Info 


Chemo 


C«F 


Step  21: 

♦  Open  toe  CMF  Description 
panel 


Step  22: 

♦  Read  and  explain  the  CMF 
Chenrtotoerapy  descriptkm 
to  thepatient 

Ask  if  the  patient  has  any 
questions. 


OescrH^tion  of  Choice  j  Side  Effects  of  Choice 


Outcomes  for  Choice 


No  Chemo 


Ciremo 


CMF 


Em 

im 

cm 

cm 

cmi 

Woofcl 

% 

% 

% 

Vs 

Vs 

Wm1i2 

O' 

Vs 

% 

<6 

W4«k9 

_ r 

— : - ' 

— 1 

’•••  'i-\ 

WMk4 

j - 1 - 1 _ _ 

- . -1  N»Ch«BNtti»raBy  t— 

_ 1  I-.-1 

hXS* 


6  months 


AC 


General 

Info 


>  "Treatment  cycle"  lasts  4  weeks 
>3  chemotherapy  drugs: 

•  Cyclophosphamide 

-  pills  taken  by  mouth 

-  every  day  fdr  first  2  weeks  of  each  treatment  cycle 

•  Methotrexate  and  Fluorouracil 

-given  intravenously 

-two  times:  Day  1  offIrstweekandOayl  of  second 
week  in  each  treatment  cycle 
-takes  about  20 minutes  to  receive  intravenous  drugs 
•  Treatment  cycle  Is  repeated  6  times for  a  total  of  4  months 
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step  23: 

♦  Review#!e  CMF  spedfic 
side  efecSswifli  thepatierrt 
and  e>g3lajn&einfomiation 
provict^  in  the  graph. 

Ask  if  the  patient  has  any 
questions. 


>4>;  iS’j-ifi  !g'  l.hriiib'hc'  ip?  Ic4  N.>jc  Kr-qg^vi 


No  Chemo  ^l'g|  y[:: 


Outcomes  for  Choice 


•  R>r every  100  women,  common  side  effects  will  occur  in: 


Plii 

CMF 


•  With  CMF,  veryfewwomen  will  experience  serious  side 
effects  such  as  infection  (10  in  1000],  leukemia  (2  in  1000) 
or  heart  damage  (virtually  none). 


Step  24: 

♦  Open  the  CMF  Outcome 
paneL 


l-AV!  iv  U'V  Ifi  Ngj.,  U*'.'.!--' 


Step  25: 

♦  Explain  ihatftie  chants  of 
remaining  cancer  free  are 
the  SAME^wttti  eitherlype  of 
chemother^  patient 
may  choose. 

You  may  wari  to  refer  hack  to 
the  outcome  pies  shown  earlier. 


:  Descnption  of  Choice  Side  Effects  of  Choice  L  Oytc^ 


\m-  »  -v  r 

No  Chemo  ^  a;  ^ 


i  CMF  f 


The  chances  of  remaining  cancer  free 
are  the  SAME  with 
either  type  of  chemotherapy. 
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apv  loi 


I '.«  t  j'laM 


DMcnplitm  ttf  Choicft 


Chemo 


Chemo 


Qenenij 

Info 


Administrafion  <rf  the  C^Bpoteazed  Oecision  (coni:) 


Step  27; 


♦  Readandoj^sanAC 
Chemotherapy 
T  reatment  to  fte  patient 


3  months 


>  Treatment  cycle  lasts  3  weeks 

•  2  chemotherapy  drugs: 

•  Adriamycin  and  Cyclophosphamide 

•  given  intravenously 

-  one  time  only:  first  day  of  each  treatment  cycle 

•  takes  about  60  minutes  to  receive  Intravenous  drugs 

•  Treatment  cycle  Is  repeated  4  times  for  a  total  of  3  months 


Ask  for  arw  answer  any 
questions  INe  patient  may 
have. 


Step  28: 

♦  Open  tiie  AC  side  effects 
panet. 
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step  29: 

♦  Review  ibe  side  effects 
relatediD  AC 
Chenrw^twapy  with  that 
patieitt 

Ask  for  and  answer  any 
questions. 


•  For  every  100  women,  common  side  effects  will  occur  in: 


•  With  AC,  very  few  women  will  experience  serious  side 
effects  such  ss  infection  (20  in  1000),  teukeroia^  in  1000) 
General  OT  heart  damage  (2  in  1000). 

Info 


Admtnistrafew>af^a«0»nptrtm^^eH3TOisiQn^3ard^conH) 


■aiwM  iwciii 


Chemo 


General 

Info 


Outcomes  Tor  Choice 


Side  Effects  of  Choice 


Step  30: 

♦  Open  aie  AC 
Outcomes  parref. 


The  chances  of  remaining  cancer  free 
are  the  SAME  with 
either  type  of  chemotherapy. 


CMF 


Description  of  Choice 


Descnption  of  Choice  }  Side  Effects  of  Choice  Outcomes  for  Choice 


No  Chemo 


Step  31: 

♦  Explain  that  the 
chances  of  remaining 
cancejrfree  are  the 
SAME  vsotb  either  type 
of  chemotherapy^e 
patient  may  ohcxjse. 


You  may  want  to  refer  back 
to  the  outccMsepies  shown 
earlier. 
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side  Effebts  of  bhoice 


dutcprines  for  Choice 


Chemo 


Dsscfiption  of  Choice 


• :  No  Chemo 


Step  32: 


Open  theSummary  panel 


Qeneral 


Administra^on  of  the  Computerized  Decision  Board  <cofi't) 


1 

t,M  nt-r. 

■  X,«  101  NoCO  ll-'Oo'i.o  tiici'.l  1. 

-> 

Introduction 

The  Decision  Board 

No  Chemo 


•  We  have  discussed  your  choices  of  no  chemotherapy  or 

chemotherapy,  the  side  effects  associated  with  each  choice, 
Chemo  and  the  chance  of  cancer  returning  for  each  choice. 

.  .  •  Chemotherapy  reduces  the  chances  of  cancer  returning 

but  is  associated  witti  side  effects. 

CMF  -*  We  have  discussed  two  types  of  chemotherapy.  CMF  and  AC. 

Each  reduces  the  chance  of  cancer  returning  by  the  same 
amount,  but  ttieyhaverlifferent  side  effects. 

^  CMF  has  less  hair  loss  but  lasts  for  6  months. 

AC  has  more  hair  loss  but  lasts  for  3  mondis. 

AC 


!  Genoral  ; 
i  Info 


Step  33: 

♦  Read  information 
contained  in  Ihe 
Summary  parj^  with  the 
patier^ 

The  Summary  paiiel  is  two 
pages  long. 

Ask  for  arKj  answer  any 
questiojTs  tfie  patient  may 
have. 


Step  34: 

♦  Provide  the  patient  with  the 
appropriate  takeriome  version 

the  computerized  decision 
board  that  matches  the 
outcome  probabHities 
presented. 

♦  See  the  “Matdwig  the  T ake- 
home  version  with  the  patient’e 
disease  characteristics”  section 
belovy. 
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Take-home  version  of  the  Computerized  Decision  Board 


Take-home  version  of  the 
Computerized  Decision  Board 

The  take-home  version  of  the  decision  board  is  an  exact 
replica  of  the  decision  board  the  patient  was  administered 
and  also  includes  the  information  discussed  in  the  optional 
cards 

It  is  very  important  that  the  patient  receives  the  correct 
take-home  version  of  the  Decision  Board,  otherwise  they 
may  be  very  confused  if  the  information  they  were  told  by 
the  doctor  does  not  match  the  information  they  were  given 
to  read. 

Who  receives  the  Take-home 
version  of  the  Computerized 
Decision  Board 

All  consenting  patients  who  are  randomized  to  the 
Computerized  Decision  Board  Arm  of  the  Trial  will  receive 
a  take-home  version  matching  the  information  they  were 
presented  regarding  their  treatment  choice. 

Appropriate  Take-home  version 
of  the  Computerized  Decision 
Board 

There  are  five  take-home  versions  of  the  computerized 
decision  board.  There  are  different  versions  because  they 
are  based  on  the  patient’s  disease  characteristics  and 
whether  or  not  they  would  be  considered  for  Tamoxifen 
therapy.  The  take-home  versions  of  the  Computerized 
Decision  Board  are  colour  coded  so  that  they  can  easily  be 
distinguished  from  each  other.  As  with  the  Standard 
Decision  Board  take-home  versions,  the  following  criteria 
identify  which  patients  receive  which  take-home  version. 
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Matching 


Disease 

Characteristics 

Tumour 

Size 

Tumour 

Crade 

1  -<2cm 

CiiandGiii 

^2  cm 

GJand  Gil 

>2  cm 

GIH 

1  -<  3-cm 

CH 

2- <4  cm 

Gl 

1  - <2cm 

GIU 

>3  an 

Gland  GJI 

s2cra 

GIU 

Octccfne  ProteriHiities 


No  Ctiemo 


Chemotherapy 


Take- 

irome 

yersjoji 

colour 


€5%  Cancer  ^^ree  75%  Cancer  Free 

35%  Cancer  Returns  25%  Cancer  Returns 


5Q%  Cancer  Free  65%  Cancer  Free 

50%  Cancer  Returns  35%  Canc«r  Returns 


85%  Cancer  Free  90  %  Cancer  Free 
15%  Cancer  Returns  10%  Cancer  Returns 


75%CarHrerFTee  85%  Cancer  Free 
25%  Cancer  Returns  15%  Cancer  Returns 


65%  Cancer  Free  75%  Cancer  Free 
35%  Cancer  Returns  25%  Cancer  Returns 
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Take-home  version  of  the  Computerized  Decision  Board 


Organizational  Structure  (con’t) 


Supportive  Cancer  Care 
Research  Unit 
(SCCR  Unit) 


Steering  Committee 


Steering  Committee 
Members 


♦  The  SCCR  Unit  is  located  at  the  Hamilton  Regional  Cancer  Centre 
in  Hamilton,  Ontario.  The  SCCR  Unit  is  responsible  for  the  overall 
study  execution,  including  case  report  form  development,  data 
collection,  review,  and  analysis;  development  of  a  study  database 
and  quality  assurance. 


♦  The  Steering  Committee  is  the  major  decision  making  body  for  the 
study. 


Tim  Whelan 

SCCR  Unit, 

Hamilton  Regional  Cancer  Centre, 
Hamilton,  Ontario 

Mark  Levine 

Hamilton  Regional  Cancer  Centre,  and 
McMaster  University,  Hamilton,  Ontario 

Amiram  Gafni 

Centre  for  Health  Economics,  McMaster 
University,  Hamilton,  Ontario 

Jim  Julian 

Henderson  Research  Centre,  McMaster 
University,  Hamilton,  Ontario 

Peter  Ellis 

Hamilton  Regional  Cancer  Centre, 
Hamilton,  Ontario 

Richard  Tozer 

Hamilton  Regional  Cancer  Centre, 
Hamilton,  Ontario 

Mary  Ann  O’Brien 

SCCR  Unit, 

Hamilton  Regional  Cancer  Centre, 
Hamilton,  Ontario 

Shelley  Chambers 

SCCR  Unit, 

Hamilton  Regional  Cancer  Centre, 
Hamilton,  Ontario 
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Adjudication  Committee 


Adjudication  Committee 


Members  of  the 
Adjudication  Committee 


♦  The  adjudication  committee  has  the  primary  responsibility  of 
determining  the  eligibility  of  patients  for  this  trial.  If  required, 
each  member  of  the  adjudication  committee  will  review  the 
eligibility  criteria  of  a  patient  and  determine  if  she  actually  met 
the  criteria. 


♦  Still  to  be  determined. 
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Recruitment  /  Randomization 


Patient  Screening 


Inclusion  Criteria 


♦  All  patients  who  meet  the  inclusion  criteria  for  the  trial  will  be 
screened  for  eligibility  and  recorded  on  the  Eligibility 
Assessment  Case  Report  Form  (CRF). 


All  answers  must  be  YES  to  be  recorded  on  the  Eligibility 

Assessment  CRF. 

The  patient: 

•  Is  female 

•  Has  histologically  documented  invasive  carcinoma  of  the 
breast  treated  with  modified  radical  mastectomy  or 
lumpectomy. 

•  Has  had  an  axillary  node  dissection  with  all  lymph  nodes 
negative  for  metastatic  disease. 

•  Has  chemotherapy  alone  or  in  addition  to  tamoxifen  as  an 
appropriate  treatment  option. 
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Patient  Eligibility 


Exclusion  Criteria 


All  answers  must  be  NO  for  the  patient  to  be  eligible. 

The  patient: 

•  Requires  further  surgical  treatment. 

•  Has  an  overall  tumour  size  of  <  5.0  cm  in  largest  dimension. 

•  Has  clinical  evidence  of  metastatic  disease. 

•  Is  a  candidate  for  CEF  chemotherapy. 

•  Has  serious  comorbidity  (e.g.,  cardiovascular  disease,  renal 
disease,  etc.),  that  would  preclude  her  from  receiving 
chemotherapy  treatment. 

•  Is  unable  to  speak  or  read  English  fluently. 

•  Is  mentally  incompetent  including  any  psychiatric  or  addictive 
disorder  that  would  preclude  shared  decision-  making. 
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Informed  Consent 


Patient  Information  and 
Consent 


Obtaining  Informed 
Consent 


Filing  the  Consent  Form 


Consent  Form 


♦  It  is  the  responsibility  of  the  Investigator  to  ensure  that  the 
patient  has  been  given  both  written  and  verbal  information 
regarding  the  objectives  and  procedures  of  the  trial.  The 
patient  must  be  informed  about  their  right  to  withdraw  from  the 
trial  at  any  time.  If  the  patient  should  refuse  to  participate  in 
the  trial,  she  should  be  ensured  that  she  will  receive  optimal 
and  appropriate  care  and  that  her  decision  will  not  prejudice 
any  further  treatment  she  may  receive. 

♦  An  explanation  of  whom  to  contact  with  questions  or  concerns 
will  be  given. 

♦  It  should  be  pointed  out  that  any  personal  identifying 
information  will  not  be  published  and  will  be  kept  strictly 
confidential. 


♦  After  the  Medical  Oncologist  has  informed  the  patient  about 
the  trial,  she  will  be  asked  if  she  is  willing  to  participate  in  the 
trial. 

♦  The  patient  must  sign  and  date  the  Consent  Form.  A  witness 
(other  than  the  Investigator)  must  also  sign  and  date  the  form. 


♦  A  copy  of  the  signed  and  dated  Consent  Form  must  be  kept  in 
the  patient’s  chart. 


♦  A  copy  of  the  Consent  Form  is  on  the  next  page. 
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Decision  Board  for  Early  Breast  Cancer 

CONSENT  FORM  FOR  PARTICIPANTS 

Why  is  this  study  being  done? 

Research  shows  that  patients  have  a  desire  for  better  communication  with  theh  doctors. 
Women  with  breast  cancer  have  shown  a  need  for  more  information  about  their  disease  and 
desire  to  be  more  involved  in  making  decisions  about  their  cai  e.  The  aim  of  this  study  is  to 
improve  the  transfer  of  information  between  the  doctor  and  the  patient  and  to  improve 
decision  making  for  women  with  breast  cancer. 

What  is  the  study  about? 

A  decision  aid,  called  the  Decision  Board,  has  been  developed  to  provide  information  to 
patients  about  tieatment  choices  in  breast  cancer.  It  also  helps  patients  make  decisions  about 
their  treatment  choices.  The  infoimation  provided  on  the  Decision  Boar  d  is  based  on  high 
quality  research  results.  Witlr  more  Peatments  becoming  available  and  a  desue  for  detailed 
infoimation,  there  is  a  need  to  present  the  various  choices  to  women  in  different  ways. 
Presently,  the  standard  Decision  Board  presents  written  and  pictorial  infoimation  about 
b  eatment  choices.  A  computer  version  of  the  Decision  Board  allows  infoimation  to  be 
personalized  for  each  woman’s  own  needs. 

This  study  will  test  a  computer  version  of  the  Decision  Board.  The  computer  version  will  be 
compared  to  the  standard  Decision  Board.  It  will  try  to  answer  important  questions.  How 
well  do  patients  understand  the  infoimation?  How  satisfied  ar  e  they  with  the  infoimation? 
How  satisfied  are  they  with  the  way  the  Decision  Board  helps  tliem  make  a  decision? 

We  would  like  to  invite  you  to  take  part  in  this  research.  At  the  moment,  we  do  not  know  if 
there  is  a  difference  between  the  standai  d  Decision  Board  or  the  computer  version.  The  only 
way  to  know  whether  there  is  a  difference  between  the  two  presentations  is  to  compare 
similar'  groups  of  patients  at  the  same  time.  The  only  fair  way  to  decide  which  presentation 
the  patient  gets  is  to  decide  this  by  chance,  a  method  called  randomization  (like  tossing  a 
coin  or  picking  a 


Participant’s  initials: 


Witness’  initials: 


Date: 
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number  from  a  hat).  This  will  be  done  by  a  computer  to  ensure  that  there  is  an  equal  chance 
of  each  patient  receiving  a  particulai'  presentation.  If  you  agree  to  take  part  in  this  study,  the 
research  assistant  will  find  out  which  presentation  you  will  get  by  calling  the  reseaich  office. 
The  benefit  to  taking  pait  in  this  study  is  that  women  will  be  assured  of  receiving  all 
infonnation  about  their  breast  cancer,  outlook  and  choices  for  beatment.  There  is  no 
specific  risk  associated  with  participation  in  the  study.  Yom‘  choice  of  beatment  will  take 
place  regardless  of  which  Decision  Board  version  is  presented. 

What  is  your  involvement  in  the  study? 

If  you  agree  to  take  part  in  this  study,  the  doctor  will  explain  your  treatment  choices  at  your 
appomtment  using  the  standard  Decision  Board  or  the  computer  version.  A  few  days 
following  your  visit,  you  will  be  contacted  by  telephone,  or  at  your  next  scheduled 
appointment,  by  the  reseai  ch  assistant.  You  will  he  asked  about  yoiu  breast  cancer  and  the 
different  beabnents  available.  You  will  be  asked  about  the  benefits  and  risks  or  side  effects 
associated  with  the  different  beatment  choices.  You  will  also  be  asked  about  your 
satisfaction  with  the  infonnation  presented  and  the  decision-making  process.  Some  basic 
infoimation  about  your  personal  characteristics  will  also  be  collected.  This  interview  will 
take  about  15  minutes.  There  will  not  be  any  more  involvement  on  your  part  following  this 
interview.  There  will  be  no  cost  to  you  for  participation  in  the  study.  You  will  receive  a 
copy  of  the  consent  foim. 

Participant’s  agreement  to  take  part  in  this  study: 

1  have  read  the  information  about  the  Development  and  Evaluation  of  Computer-based 
Versions  of  the  Decision  Board  for  Early  Breast  Cancer  Study. 

1  agree  to  take  part  in  this  study  with  the  understanding  that  information  will  be  collected 
and  used  for  research  purposes  only  and  will  be  treated  as  confidential.  No  paiticipant 
names  will  be  identified  in  any  report  of  this  study.  I  have  been  informed  about  the  purpose 
of  the  study.  I  know  that  1  am  under  no  obligation  to  participate  and  may  withdr  aw  at  any 
time.  My  present  or  future  medical  b  eatment  will  not  be  affected  in  any  way  if  I  choose  not 
to  take  part  in  this  study. 

Representatives  from  the  U.S.  Army  Medical  Research  and  Materiel  Command  may  inspect 
the  records  of  the  research  in  their  duty  to  protect  human  subjects  in  research. 

You  should  also  rmderstand  that  this  is  not  a  waiver  or  release  of  yom-  legal  rights.  You 
should  discuss  tliis  issue  thoroughly  with  the  Principal  Investigator  before  you  emol  in  this 
study. 


Participant’s  initials:  _ _  Witness’  initials: 


Date: 
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If  you  have  any  questions  about  the  study,  please  contact  the  Principal  Investigator,  Dr.  Tim 
Whelan  at  (905)  387-9495,  ext.  64501  or  the  Research  Coordinator  at  (905)  387-9495,  ext. 
64510. 

The  name  of  an  individual  not  directly  involved  in  this  study  who  can  provide  answers  to 
questions  about  my  rights  as  a  research  subject  is  Leslee  Schynal  who  is  located  at  the 
Hamilton  Health  Sciences  Coiporation,  Henderson  Hospital,  711  Concession  Street, 
Hamilton,  Ontario,  telephone  number  (905)  389-4411,  Ext.  42136. 


Participant’s  name:  _ 

Paiticipant’s  address; 
Participant’s  signature; 

Witness’  name; 


Witness’  signature; 


(Please  use  block  letters.) 


END  OF  FORM 


_  Date:  / _ / 

dd  nunm  yy 

(Please  use  block  letters.) 

_ Date:  / _ / _ 

dd  mmm  yy 
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Ineligible  Patients 


♦  Patients  who  do  not  meet  the  Inclusion  Criteria 


Non-consenting  patients 


Patients  who  have  a  “NO”  answer  to  at  least  on  Inclusion  Criteria 
are  not  eligible  for  the  trial  and  should  not  be  approached  for 
informed  consent  to  the  trial.  An  Eligibility  Assessment  CRF 
should  not  be  completed  for  these  patients. 


♦  Patients  who  meet  at  least  one  Exclusion  Criteria 

Patients  who  have  a  “YES”  answer  to  at  least  one  Exclusion 
Criteria  are  not  eligible  for  the  trial.  An  Eligibility  Assessment 
CRF  must  be  completed  for  these  patients,  however,  these 
patients  should  not  be  approached  for  informed  consent  to  the 
trial. 


•  If  a  patient  is  eligible  for  the  trial  but  does  not  consent. 

•  Complete  the  Eligibility  Assessment  CRF. 

•  Indicate  the  reason  that  the  patient  did  not  consent  to 
the  trial. 

•  Sign  and  date  the  Eligibility  Assessment  CRF. 
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Patient  Randomization 


When  to  Randomize  a 
patient 


Prior  to  Randomization 


Who  to  call  for 
Randomization 


•  Once  a  patient  is  determined  as  eligible  to  participate  in  the 
trial  (i.e.,  met  all  of  the  Inclusion  Criteria  and  did  not  meet  any 
Exclusion  Criteria)  and  has  signed  and  dated  the  Consent 
Form,  the  patient  is  eligible  for  randomization. 

•  The  patient  must  be  randomized  prior  to  any  discussion 
regarding  adjuvant  systemic  therapy. 


•  You  will  need  to  have  the  following  information  available  prior 
to  calling  to  randomize  the  patient: 

•  The  patient  chart  number 

•  The  patient  initials 

•  Name  of  the  Medical  Oncologist  treating  the  patient 


The  Supportive  Cancer  Care  Research  Unit  will  be  responsible 
for  the  central  randomization  of  all  patients  into  the  trial.  Please 
page: 


905-546-9071 

key  in  the  telephone  number  where  you  can  be  reached. 

If  your  page  is  not  answered  within  a  few  minutes,  please  call: 

905-387-9495  ext.  64510  or  64501 

and  the  SCCR  Unit  Staff  will  assist  you. 
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Patient  Randomization  (con’t) 


Process  of 
Randomization 


Study  ID  Number 


Randomization  Log 


Once  you  have  reached  an  authorized  SCCR  Unit  staff  member, 
you  are  ready  to  randomize  the  patient. 

•  You  will  be  asked  to  supply; 

•  The  patient  initials 

•  The  patient’s  chart  number 

•  The  patient’s  Medical  Oncologist 

•  The  date  of  randomization  (today’s  date) 

•  You  will  be  given  (and  must  record  on  the  Eligibility 
Assessment  CRF); 

•  The  Patient  Study  ID  Number  (PID) 

•  Decision  Aid  Arm  to  which  the  patient  will  be  allocated, 
either: 

•  Standard  Decision  Board,  or 

•  Computerized  Decision  Board 


The  Patient  Study  ID  Number  is  a  4-digit  number  which 
incorporates  a  one-digit  Centre  ID  number  and  a  three-digit 
sequential  patient  number  and  is  in  the  form  of: 


Centre  Patient  Number 

The  Patient  Study  ID  Number  is  to  be  recorded  at  the  top  of  every 
CRF  page  and  on  each  page  of  any  source  document. 

The  Randomization  Log  sheet  is  found  in  this  binder  and  is 
comprised  of  multiple  pages  to  record  all  patients  randomized  to 
the  study.  The  patient  name,  study  ID  and  date  of  randomization 
are  to  be  recorded  in  this  Log.  This  Log  provides  a  means  for 
you  to  connect  the  Study  ID  number  with  the  patient  name. 
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Decision  Aid  Board  of  the  Trial 


standard  Decision  Board 
Arm 


Computerized  Decision 
Board  Arm 


Sample  Size 


•  The  Standard  Decision  Board  is  a  visual  aid  with  both  written 
and  graphical  information  that  is  approximately  two  and  one- 
half  feet  wide  and  three  feet  tall.  It  has  information  windows 
that  are  initially  closed.  The  windows  are  systematically 
opened  to  present  the  information  on  the  two  treatment 
options,  related  side  effects  and  outcome  probabilities. 

When  all  of  the  windows  are  eventually  opened  it  allows  the 
patient  to  compare  the  treatment  options.  The  instrument 
also  consists  of  additional  information  that  is  presented  to 
patients  on  separate  information  cards. 


•  The  Computerized  Decision  Board  is  similar  to  the  Standard 
Decision  Board  except  for  the  fact  that  the  decision  board  is 
presented  using  a  laptop  computer.  Upon  opening  the 
decision  board  program  on  the  laptop,  there  will  be  “windows” 
that  have  the  appearance  of  being  closed.  These  windows 
will  be  systematically  opened  to  present  the  two  treatment 
options,  related  side  effects  and  outcome  probabilities.  When 
the  windows  are  closed,  highlighted  bullet  points  emphasizing 
the  main  points  in  each  window  will  remain  on  the  screen 
giving  the  appearance  of  open  windows,  similar  to  the 
Standard  Decision  Board. 


•  There  will  be  100  patients  randomized  to  the  trial,  with  50% 
randomized  to  the  Standard  Decision  Board  Arm  and  50%  to 
the  Computerized  Decision  Board  Arm. 
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Schedule  of  Study  Events 


Timing  of  events 

Prior  to 

Randomization 

Immediately 

after 

Randomization 

Immediately 
after  Decision 
Board 

Presentation 

1  week  after 
Decision  Board 
Presentation 

Eligibility  Assessment 

X 

Signing  of  Consent  Form 

X 

Presentation  of  Allocated 
Decision  Board 

X 

Baseline  Assessment 

X 

Demographic  Information 
Questionnaire 

X 

Take-home  version  of 
Decision  Board  given  to 
patient 

X 

Physician  Satisfaction 
with  Information  Transfer 
and  Decision  Making 
Questionnaire 

X 

Patient  Acceptance  of 
Decision  Board 
Questionnaire 

X 

Patient  Understanding 
about  Breast  Cancer  and 
Chemotherapy 
Questionnaire 

X 

Patient  Satisfaction  with 
Information  and  Decision 
Making  Questionnaire 

X 

Patient  Difficulty  with 
Choice  Questionnaire 

X 
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Administration  of  Standard  Decision  Board 


Before  Administering  the  Standard  Decision  Board 

The  Probability  Slider  ♦  Is  a  vertical  panel  that  contains  two  probability  wheels.  The 

top  probability  wheel  reflects  the  chances  of  the  patient 
remaining  cancer  free  (pink  section)  and  of  the  cancer 
returning  (blue  section)  if  the  patient  chooses  not  to  undergo 
chemotherapy  treatment.  The  bottom  probability  wheel 
reflects  that  chances  of  the  patient  remaining  cancer  free  or 
having  the  cancer  return  if  she  chooses  to  undergo 
chemotherapy  treatment. 


Choosing  the  correct  4  There  are  four  different  probability  sliders,  each  of  which 
probability  slider  reflect  the  probabilities  based  on  the  patient’s  disease 

characteristics.  The  probability  wheel  that  matches  the 
patient’s  risk  factors  should  be  inserted  into  the  Decision 
Board  prior  to  administering  the  board  to  the  patient.  Each 
probability  slider  is  numbered  on  the  back. 


♦  The  chances  of  a  patient  remaining  cancer  free  or  having  the 
cancer  return  are  based  on  many  disease  characteristics. 

The  table  on  the  next  page  indicates  the  disease 
characteristics  and  the  probability  slider  number  that 
correspond  to  those  characteristics.  Match  the  patient’s 
disease  characteristics  with  the  characteristics  on  this  table  to 
choose  the  correct  probability  slider. 
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Before  Acli|mniefefm9#ie  SfanclaFCl^Dectstori  Board  {con’4^ 


Disease  Characteristics  and  the  Probability  Slider  Number 


(Patients  with  the  following  combination  of  characteristics  are  not  found  on  this  table  a  they 
generally  are  not  t3^Ted  chemofr»erapy:  (ER+,<  1cm,  any  grade)  OR  (ER+,  1-<  2om,^de  1  or 
2). 


ER 

Status 

Disei^  CtuHracteristics 

Outeome  Probabilities 

Prob. 

Slider 

Number 

Tumour 

Size 

Tumour 

Grade 

No  Chemo’ 

Chemotherapy 

ER- 

1  -  <  2  cm 

GJ,  Gll  and 
Gill 

65%  Cancer  Free 

35%  Cancer  Returns 

75%  Cancer  Free 

25%  Cancer  Returns 

1 

>2  cm 

G1  and  Gll 

ER- 

>2cm 

Gill 

50%  Cancer  Free 

50%  Cancer  Returns 

65%  Cancer  Free 

35%  Cancer  Returns 

illllll 

ER  + 

1  -  <  3  cm 

Gll 

85%  Cancer  Free 

15%  Cancer  Returns 

90  %  Cancer  Free 

10%  Cancer  Returns 

3 

2  -  <  3  cm 

Gl 

ER+ 

1  -  <  2  cm 

Gill 

75%  Cancer  Free 

25%  Cancer  Returns 

85%  Cancer  Free 

1 5%  Cancer  Returns 

4 

>  3  cm 

Gl  and  Gll 

ER  + 

>2  cm 

Gill 

65%  Cancer  Free 

35%  Cancer  Returns 

75%  Cancer  Free 

25%  Cancer  Returns 

1 

1  For  ER  +  patients,  the  “Cancer  Free"  probabilities  are  for  patients  receiving  tamoxifen  but  not  receiving 
chemotherapy 
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Before  Administering  the  Standard  Decision  Board  (con’t) 


Inserting  the  Probability 
Wheel  into  the  Decision 
Board 


Familiarize  yourself  with 
the  Tab  numbers  on  the 
horizontal  sliders 


Prepare  the  appropriate 
Take-home  version  of  the 
Decision  Board 


Laminated  information 
cards 


All  Windows  Closed 


♦  The  Probability  Wheel  slider  is  inserted  vertically  into  the  slot 
at  the  top  right  hand-side  of  the  Decision  Board.  When 
inserting  the  Probability  Wheel  the  wheels  should  face  toward 
the  front  of  the  board.  Note  that  the  probability  slider  number 
and  appropriate  take-home  decision  board  colour  are 
indicated  on  the  back  of  each  probability  wheel  slider. 


♦  See  the  diagram  indicating  the  Tab  numbers  for  each 
horizontal  slider  on  next  page. 


There  are  five  different  take-home  versions  of  the  Decision 
Board.  The  take-home  version  of  the  Decision  Board  that 
matches  the  Probability  Wheels  presented  to  the  patient  should 
be  out  and  ready  to  hand  to  the  patient  after  the  presentation  of 
the  Decision  Board.  See  the  Take-home  version  of  the  Decision 
Board  section. 


♦  The  laminated  information  cards  are  stored  at  the  back  of  the 
Decision  Board  in  a  plastic  pouch.  Pull  all  of  the  cards  out  of 
the  pouch  and  have  them  ready  and  in  a  convenient  location 
to  go  over  with  the  patient. 

♦  The  Cards  that  are  available  are: 

Introduction 

Decision  Board 

Cancer  Free  /  Cancer  Returns 

Menopause 

Summary 


♦  Ensure  that  all  information  windows  on  the  Decision  Board 
are  closed  before  starting  the  presentation  of  the  Decision 
Board. 
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Tab  Numbers  on  the  Standard  Decision  Board 
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